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Attachment A.

1. California Schools of Pharmacy Project to Identify and Test on the
Professional Competencies that Should be Achieved by the End of Basic
Intern Experience

RECOMMENDATION for Board Action: That the Board of Pharmacy Support
and Participate in This Project

The board was recently advised about a review of the intern experience component of
pharmacy education that is being initiated by California’s schools of pharmacy. This
group will examine both the required and elective components of ACPE approved intern
experience at both the basic (IPPE) and advanced (APPE) levels. The project will be
called the California Pharmacy IPPE/OSCE Initiative (note: OSCE is the acroriym for- - -
objective structured clinical examination). The goal is to develop an assessment exam

to assess intern experience at the basic level. There is currently no assessment ‘
method used in California for any intern experience; California law requires only the
completion of 1,500 hours of intern experience that complies with ACPE requirements
(basic and advanced).

The California pharmacy schools are collaborating in this initiative to determine the
competencies that students should achieve by the end of their introductory pharmacy
practice experiences (IPPEs) and before starting their advanced pharmacy practice
experiences (APPEs). This initiative is in response to new ACPE accreditation
standards that spell out how much time students must spend in IPPEs and APPEs
rather than what they should learn (outcomes).

At this board meeting, Barbara Sauer, PharmD, Clinical Professor, Department of
Clinical Pharmacy, UC Davis Med Center, will provide a presentation about what this
group will evaluate and hopes to accomplish. Details about the initiative are provided in
this Attachment 1.



During the first phase of the project, the group will determine the competencies that
students should achieve as interns. One item they will reference is the formerly
required Board of Pharmacy Intern Affidavits. The second phase involves developing a
reliable and valid performance-based exam (i.e., objective structured clinical exam,
OSCE) to assess student achievement of these competencies.

One motivating concern of the group is that laws requiring a specific duration of
experience (i.e., 1,500 intern experience hours) -- but without specifying the
components to be gained from the experience -- are not beneficial.

The goals of the initiative are to: _

1. Reach consensus on the basic foundational competencies that all pharmacy
students in California should master during basic intern experiences.

2. Train faculty members from each pharmacy school in California how to develop
and administer an OSCE-based assessment.

3. Develop a validated and standardized OSCE-based examination to assess
achievement of the basic competencies ,

4. Develop a mechanism to assure replenishment of the OSCEs and exam security
in the future

5. Petition ACPE to accept an OSCE-based assessment for basic experience as
evidence of compliance with specific ACPE standards.

The timeline aims for incorporation of the standards during academic year 2007-08.

Because the first meeting of this group will occur before this board meeting, President
Powers has appointed Board Member Susan Ravnan as the board's representative to
this group. ~

| 2. Request from California Pharmacy School Intern Pharmacists to Increase the
Number of Intern Hours That Can Be Earned Outside a Pharmacy from 600 to
1,000 Hours

RECOMMENDATION for Board Action: None at this time

Under current law, an intern must earn 1,500 hours of intern experience. California law
requires that a minimum of 900 hours of experience be earned in a pharmacy, under the
supervision of a pharmacist. The remaining 600 hours of intern experience can be
obtained outside a pharmacy, but this experience must still be done under the
supervision of a pharmacist and be substantially related to the practice of pharmacy.
California pharmacy students typically earn these 600 hours for school-required
experience training during the fourth year (clinical clerkship).

At the March 2006 Licensing Committee Meeting, students from various California
pharmacy schools requested that the board amend its regulations to allow up to 400
hours more (for a total of 1,000 hours) of intern experience that can be earned under
the supervision of a pharmacist, but outside a pharmacy. At the March meeting,



students were asked to compile information and return to the committee. The
December 2006 Licensing Committee Meeting was the next opportunity for the students
to return. Background materials on this topic are provided in Attachment 2.

The students have been invited to this Board Meeting for additional discussion.

If modified as Vproposed by the students, an intern would only need to earn a minimum
of 500 hours of experience in a pharmacy.

According to the pharmacy students, opportunities for pharmacists have expanded
beyond the traditional areas of community and hospital practice settings. Many
students would like the opportunity to gain experience in the pharmaceutical industry,
managed care, regulatory affairs and association management, but are unable to do so
because they cannot earn intern hours for this experience. As part of the pharmacy
school curriculum, students complete various rotations in their first and fourth years in
both community and hospital pharmacy. In the fourth year, pharmacy experience is
more clinical.

The students believe that even if the board were to change the ratio of intern hours as
they propose, a large percentage of students would still earn the majority of their intern
hours in a pharmacy. However, this new ratio would allow those students who show
proficiency in pharmacy settings to be able to expand their experience in other areas.

The students provided a PowerPoint presentation that is provided in the background
materials for this topic in Attachment 2. This presentation at the December Licensing
Committee Meeting highlighted the additional areas that interns could pursue if the
intern hours experience requirement was more flexible. They cited statistics indicating

" “the benefit that redirected students could provide to health care, and noted that the

proposal fits the board's mission.

The committee allowed considerable discussion during the meeting. Various options
were discussed including a possible addition of 400 hours to the intern experience
requirement (to total 1,900 hours) to permit such additional experience.

However, discussion also included the need for students to thoroughly understand the
workings of a pharmacy, and why such experience is so important to a pharmacist's
future as a supervisor of pharmacy functions and personnel.

The committee concluded that without a solid understanding of and actual experience in
pharmacies, pharmacists will lack critical knowledge about pharmacy operations and
practices because sufficient core experience in a pharmacy is lacking.

The committee concluded that it is premature to move forward with the students’
proposal at this time. Instead the committee decided to wait for the results of the
IPPE/OSCE Project being launched this month by California’s pharmacy schools (listed



above as topic 1) that will establish a competency exam to assess basic pharmacy
intern skills before recommending any changes in the ratio of intern hours.

3. Proposed Regulations for Pharmacies that Compound Medication —
Amendments to 16 California Code of Regulations Sections 1716.1 and 1716.2, -
and the Adoption of Sections 1735-1735.8 '

RECOMMENDATION for Board Action: that the board move to public notice
this regulation package following consideration of amendments from
stakeholders at a future meeting

The committee reviewed proposed regulation language that would establish parameters
for pharmacies that compound medication for patients. This language was developed in
2004 as a work product following completion of the board’s Workgroup on
Compounding. Legislative proposals were also developed as another work product of
this workgroup, but the legislation containing these provisions was dropped during the
final stages of the 2006 legislative session due to opposition that could not be resolved.

Background: The Workgroup on Compounding was formed to evaluate whether a
distinction could be made between compounding by a pharmacy and
manufacturing operations that are performed by a drug manufacturer.

This workgroup was comprised of staff from the board, the Department of Health
Services, compounding pharmacies, pharmacy associations and others. Over the
course of 2004, the group met quarterly. However, the group was unable to
develop standards to distinguish when a pharmacy has crossed from compounding
into manufacturing, and thus would be subject to licensure as a manufacturer.
Instead, a legislative proposal and draft regulations were developed to establish '
standards for pharmacies that compound medication, leaving to the Department of
Health Services or the DA the determination of when a pharmacy is manufacturing.

The legislative proposals were introduced in 2005 as AB 595. At the end of the
2005 Legislative Year, DHS registered its formal opposition to the bill, believing
that the provisions allowing pharmacies to contract with other pharmacies for
compounding was manufacturing. Over 2006, the board worked with pharmacy
stakeholders to remove DHS'’ opposition. As the 2006 Legislative Year wound to
an end, board amendments appeared in print that were aimed at reducing DHS'
opposition. However, Kaiser, CPhA and Grandpa's Pharmacy came outin
opposition to these amendments. The board then asked the author to drop the bill.

At this meeting: The Licensing Committee now recommends that the board move
forward with the regulation language that was developed in 2004 for pharmacies that
compound. These requirements can be adopted without the statutory provisions being
enacted, and will establish standards for pharmacies that do compound, providing
patient protection when they receive medication that has been compounded by a
pharmacy. The proposed regulation changes are provided in Attachment 3.



What is missing from the regulations and the regulatory scheme that was initially
envisioned by the board in 2004 is the authority for one pharmacy to compound
medication for another pharmacy. This practice is currently allowed by Business and
Professions Code section 4123 only for parenteral products.

During the Licensing Committee Meeting, various stakeholders made recommendations
for slight modifications to the regulations. The individuals were asked to submit the
comments in writing so that the language can be finalized. These comments have not
yet been submitted to the board.

The comments included that adding flavoring to a medication should not be included in
the regulation’s requirements, and reconstitution of ocular products should be excluded
from definition of compounding. Other comments included that obtaining components
from suppliers for some items, such as sugar, should not be required by the record
keeping requirements of section 1735.2(c), and a better definition of container needs to
be developed, including a definition of a unit-dose container. Concern was also
expressed about the meaning of section 1735.7(b) regarding the required quality
assurance plan.

Modifications to the regulation can be made at the March 2007 Licensing Committee
Meeting and final language shared with the board at the April Board Meeting for final
review and approval before being released for public comment.

4. Emergency Preparedness for California Pharmacy

_ INFORMATION ONLY:

One of the Governor's key initiatives is emergency preparedness. The board has an
important role in this because the provision of pharmaceuticals, and who will provide
them, will certainly be an important component in any emergency response.

At the October 2006 Board Meeting, the board amended and then approved a general
policy statement that outlines its expectations for how disaster response in California
may proceed. A copy of the final policy statement containing the amendments is in
Attachment 4. This policy statement was published in the recent January 2007 issue
of The Script, and is on the board's Web site.

Over the coming months, the board will work with the Department of Health Services to
establish procedures for emergency response. The goal is to assure that licensees and
the public have better knowledge of what the board will require, and licensees will be
comfortable volunteering to participate in emergency response and obtain training
before a disaster occurs.

5. Request to Add the Exam for the Certification of Pharmacy Technicians as a
Qualifying Method for Pharmacy Technician Registration




INFORMATION ONLY:

Currently, pharmacy technicians may become qualified for registration in California by
one of four methods:
1. Possessing an associate degree in pharmacy technology
2. Completing a course of training specified by the board in regulations
(accredited by ASHP, provided by the armed forces, or at least 240 hours of
instruction covering specific topics) :
3. Graduating from a school of pharmacy recognized by the board
4. Being certified by the Pharmacy Technician Certification Board (PTCB).

In September, the Licensing Committee initiated discussion about a new pharmacy
technician examination, the Exam for the Certification of Pharmacy Technicians
(ExCPT). This exam has been developed by the Institute for the Certification of
Pharmacy Technicians. ‘

This examination is accepted by Connecticut, New Jersey, Minnesota, Oregon and
Virginia as a qualifying route for registration for pharmacy technicians. According to
material provided by the institute, the exam is a computer-based exam, which is
administered in 700 locations nationwide. The National Community Pharmacists
Association and the National Association of Chain Drug stores support use of the exam.

At the October 2006 Board Meeting, the board directed staff to initiate a review of the
ExCPT, and whether the examination is job related and has been validated as required
by California Business and Professions Code section 139.

" To use the E'xCPT exam as a qual‘ifyih'g method for bharmacy technician licensure,
either a statutory or regulation amendment needs to be adopted. The board should not
act to implement this exam until this review is completed.

Within the Department of Consumer Affairs, is the Office of Examination Resources.
This office provides examination and psychometric services to professional and
vocational licensing boards in the department. At the current time, this office is
undergoing recruitment for a chief. Until such time as a new chief is hired, the board
probably should not initiate a review of the EXCPT examination using this office.

However, there are other options to perform this review that the committee discussed —
including suggesting that the NABP form an independent task force to determine if the

exam is psychometrically valid as the ICPT insists. This is a bit sensitive as the NABP

is one of the owners of the currently used competing exam — the Pharmacy Technician
Certification Board Examination.

Altematively, the board could direct what organization the ICPT could submit its exam to
for independent evaluation. This is a process suggested by the American Society of
Health System Pharmacists (which is also an owner of the Pharmacy Technician



Certification Board Examination). The committee reviewed a letter from this association
expressing concern whether the ExXCPT exam has been appropriately validated, and
recommending an independent organization to evaluate the exam (see Attachment 5).

The committee took no action on this agenda item, pending the hiring of a psychometric
expert by the Department of Consumer Affairs.

6. National Provider ldentifier

INFORMATION ONLY:

One component of the Health Insurance Portability and Accountability Act of 1996
(HIPAA) required that the Health and Human Services Agency adopt a unique health
identifier for health care providers. On January 23, 2004, the government published the
final rule creating the National Provider Identifier (NPI1) as the identifier.

All HIPAA-covered providers, whether they are individuals or companies, must obtain
an NPI for use in HIPAA covered, HIPAA standard transactions (e.g., NCPDP for retail
prescription drugs). This means that pharmacists and pharmacies will need to obtain an

NPI. Once issued, a provider's NPI will not change, even if a pharmacist's job or
pharmacy location changes.

HIPAA-covered entities must use only the NPI to identify covered health care providers
in standard transactions by May 23, 2007.

Pharmacists and pharmacies can obtain this number from CMS.

Materials Fegardi'ng° the NPI are contained in-Attachment 6.

7. Competency Committee Report:

e Test Administration Contract

The Office of Examination Resources (OER) within the Department of
Consumer Affairs is seeking a new contract with a vendor to provide
computer based testing through a Request for Proposal (RFP) process. The
board uses this contract to administer the CPJE. The current contract expires
December 1, 2006.

The second Request for Proposal (RFP) was cancelled effective November 8,
2006. OER has received approval to extend the current contract with
Thomson Prometric to extend services from December 1, 2006, to May 31,
2007. A third contracting process is now underway to provide exam
administration services beginning June 1, 2007. The preliminary award of
this contract is set to occur January 23, 2006.



¢ CPJE Pass Rate Summary

A total of 1,633 applicants took the CPJE in fiscal year 2005/06. Of the 1,633
applicants, 325 failed the CPJE while 1308 passed the CPJE. The pass rate
for the CPJE in fiscal year 2005/06 is 80 percent.

8. Meeting Summary:

A summary of the Licensing Committee Meeting of September 20, 2006, is provided in
Attachment A. :



Attachment 1

Materials on the California Pharmacy
IPPE/OSCE Initiative



California Pharmacy IPPE/OSCE Initiative

The experiential component of the pharmacy curriculum provides a continuum of required and
elective practice experiences that progress from basic (IPPEs) to more advanced (APPESs)
activities under the supervision of gualified preceptors. Together, IPPEs and APPEs are designed
to provide students with multiple opportunities to perform patient-centered care in a variety of real
practice settings.

Background Situation

Recently, ACPE adopted new accreditation standards and guidelines (Standards 2007).
¢ Requirements for practice experiences are based upon amount of time spent: '
o |IPPEs must be 5% of length of the curriculum; and
o APPEs must be 25% of the length of the curriculum. '
« Appendix C provides guidance on types of experiences appropriate for |PPEs and APPEs.
o The desired curricular outcomes (professional competencies) as a whole (i.., for
graduates)are described, but there is no delineation between IPPEs and APPEs in terms of
the competencies that should be mastered in IPPEs prior to progressing to APPEs.

The California State Board of Pharmacy requires candidates for licensure to submit proof of 1500
hours of internship.

e Minimum of 900 hours must be completed in community or hospital practice settings.

« Up to 600 hours may be granted for other experiences substantially related to practice of
pharmacy, which are generally provided by the schools for practice-related educational
experiences. ‘

« Students may apply for Intern licenses once registered in a school of pharmacy.

In the past, the State Board required candidates to submit two intern experience affidavits, one for

- community practice and one for institutional practice experiences. These affidavits listed specific
practice objectives (competencies) that had to be signed off by licensed pharmacists. Currently,
candidates for licensure only submit a 2-sentence affidavit, which they sign, stating that they have
met the required internship requirements and have experience in both community and institutional
pharmacy settings.

Relative to many other states, California schools of pharmacy admit a high percentage of
educationally mature students. It is not uncommon for 00-05% or more of the entering classes at
California schools to have earned a bachelors degree or higher. Many students have worked or
volunteered in pharmacies prior to entering pharmacy school, with some having extensive
experience as pharmacy technicians. While in school, the majority of California pharmacy students
work as pharmacy interns and participate in professional organizations and co-curricular activities
(e.g., health fairs, disease screenings, immunizations, smoking cessation programs, Medicare Part
D outreach, indigent care clinics). '

The Problems

The emphasis on the duration of experiences rather than the curricular outcomes resulting from
them is problematic for many reasons. First, established schools are faced with adding course
work to their (already packed) existing curricular, with no assurance that doing so would improve
the quality of education for their graduates. I more time is to be spent in one aspect of the

1



curriculum, something will need to be removed elsewhere to avoid prolonging the time to
graduation. This is especially problematic in California, where a high percentage of students
already spend eight or more years in college prior to entering the profession.

Secondly, although individual schools have goals and learning objectives for IPPEs, there is no

consistency or standard across schools regarding the types of practice activities offered or what
students should learn or master. There is even less direction regarding appropriate activities for
the State Board internship, which often results in pharmacy interns remaining in positions where
~ they perform repetitive tasks at the expense of gaining experience with a broader array of more

advanced professional responsibilities. ‘

A third problem is that the new IPPE requirement does not provide sufficient flexibility in how
schools will meet the standard. Students with extensive pharmacy technician experience should
not be forced to repeat experiences that are of little educational value to them. Students working
as interns in retail and hospital pharmacies may be able to achieve some of the foundational
competencies through employment. Schools may wish to capture student participation in co-
curricular activities such as disease screenings, Medicare outreach, and providing services to
patients of indigent care clinics, which contribute to the development of professionalism and
leadership skills among students. These types of activities promote a positive image of the
profession and increase the public’s awareness of the contributions that pharmacists make to
improving health care outcomes. ' ‘

Goals

The goals of this initiative are to:

1) Reach consensus on the basic foundational competencies that all pharmacy students in

California should master during IPPEs (June 2007).
.. 2) Train faculty members from gach pharmacy school in California how to develop and |

. _ " adniinister an OSCE-based assessment (September 2007). ™ - — = ’

3) Develop a validated and standardized OSCE-based examination to assess achievement of
the IPPE competencies (academic year 2007-08).

4) Develop a mechanism to assure replenishment of the OSCEs and exam security in the
future (academic year 2007-08).

5) Petition ACPE to accept an OSCE-based assessment for IPPEs as evidence of compliance
with Standards 10 and 14 in California (academic year 2007-08).

Proposal

1) The IPPE/OSCE Committee will identify and agree on the competencies that should be
achieved by the end of IPPEs. ‘ '
a) Composition: 2-3 representatives from each school
b) Invited participants: representatives from the state Board of Pharmacy, CPhA, CSHP,
and other appropriate entities
c) Meetings:
a. January 23, 2007, 10:00 am — 3:00 pm, San Francisco (UCSF)
b. February 27, 2007, 10:00 am — 3:00 pm, Los Angeles (USC)
¢ March 27, 2007, 10:00 am — 3:00 pm, San Francisco (UCSF)
d) Decisions: Each participating school would have one vote when making decisions.

2



e) Background materials: The State Board of Pharmacy's community and institutional
internship experience affidavits, NAPLEX Blueprint 2005

2) The committee will sponsor two 1.5 day statewide OSCE conferences to train faculty teams
from each school on how to develop and administer OSCEs. The goal is to produce a bank
of 40+ OSCE stations for the IPPE assessment. Zubin Austin (University of Toronto) has
agreed to lead the conferences. -

a) First conference (San Francisco, June 5-6, 2007). Topics will include an overview
of OSCEs (primer), developing the exam blueprint, defining stations, and developing
the initial cases.

b) Interlude: faculty teams will develop additional cases/stations (5-7 per school).

c) Second conference (San Diego, week of August 20, 2007). Topics will include
review and validation of the additional cases/stations, setting standards, determining
station set up and training requirements, determining data analysis (cut scores),
determining security procedures and establishing a mechanism to replenish cases
in the future.

3) The committee will pursue external funding to offset the expenses associated with
committee meetings and the OSCE conference(s). If not successful, schools will share the
costs equally.

4) Schools will select 7-9 OSCE cases/stations from the database for each assessment,
based upon individual needs and preferences. Exams may be offered at different times,
but all schools agree to follow the established procedures and security measures.

5) Appoint representative(s) from each school to meet on an annual basis to share
experiences with the exams and generate new cases/stations to replenish the database.



Attachment 2

Proposed Change in the Hours
Pharmacist Interns Must Earn in a
Pharmacy, Under the Supervision of
a Pharmacist



RESOLUTION FOR CONSIDERATION BY THE
CALIFORNIA STATE BOARD OF PHARMACY

WHEREAS the scope of practice opportunities in the profession of pharmacy has expanded
beyond the traditional areas of community and-institutional pharmacy, and

WHEREAS the increased scope of phérmacy based opportunities exist for pharmacy school
graduates in such areas as the pharmaceutical industry, managed care; regulatory affairs,
and other pharmacy-related areas to yet be defined, and

WHERFAS the present existing laws place requirements on both the experience
expectations and the quantity of time required of students enrolled in California Schools of
Pharmacy in order for them to satisfy both the board exam and licensure standards as
stated in the following California statutes and regulations:

CA Bus. & Prof. Code, Sec. 4200(a)(5): “The board may license as a
pharmacist any applicant who meets the following requirements... Has
completed 1,500 hours of pharmacy practice experience or the equivalent in
* gccordance with Sec. 4209.” - : R

CA Bus. & Prof. Code, Sec. 4209(a)(] )(2): An intern pharmacist shall complete
1,500 hours of pharmacy practice before applying for the pharmacist licensure
examination. This pharmmacy practice shall comply with the Standards of -
Curriculum established by the Accreditation Council for Pharmacy Education
or with regulations adopted by the board.

Title 16, CA Code_of Regulations, Sec. 1728(a): ...Applicants shall submit 1o
the board the following: Proof of 1,5 00 hours of pharmacy practice experience
that meets the following requirements:

(4) A minimum of 900 hours of pharmacy practice experience obtained in a
pharmacy.

(B) A maximum of 600 hours of pharmacy practice experience may be granted
at the discretion of the board for other experience substantially related to the
practice of pharmacy.

(C) Experience in both community pharmacy and institutional pharmacy
practice settings. '

(D) Pharmacy practice experience that satisfies the requirements for both
introductory and advanced pharmacy practice experiences established by the
Accreditation Council for Pharmacy Education. And




WHEREAS while the American Council on Pharmaceutical Education (ACPE) does
support that the Schools of Pharmacy engage students during the experiential portions of its
academic program in various patient care settings, it also encourages other extended
boundaries of learning during the experiential portion of the academic program. Under
Standard No. 14 (Curricular Core: Pharmacy Practice Experiences), Guideline 14.1 it states
the following:

“The scope, intensity, and duration of all of the pharmacy practice experiences

should afford students the opportunity to develop skills consistent with expected

professional competencies and outcomes. The pharmacy practice experiences

should ensure that every student has multiple opportunities to perform

pharmaceutical/patient-cantered care activities in a variety of setings

(including acute care, long-term care, home care, community, ambulatory,

administrative)...” And

WHEREAS all students who undergoe the pharmacy curriculum at the University of
Southern California School of Pharmacy have multiple pharmacy-related experiences that
might include managed care and industrial pharmacy settings that count toward their 600
required hours of experiential training, those areas of experiences that are more directly
patient based are assessed by the use of competency criteria once established by the
California State Board of Pharmacy for both community and institutional practices.
Students, based upon those competency standards, must achieve a passing mark on each
competency stated in order to pass that practice-based course. In passing the practice-
based courses, the School is essentially stating that that student is competent to sit for the
board examination and practice as a competent pharmacist once the student has passed the
board exam, and

WHERTEAS, at this point in time, only a small contingent of those graduating seek positions
in the pharmaceutical and managed care industries (perhaps less than 10% of the

:

graduating students), their role in being versed in good patient care principles and

standards of care is not diminished based upon the demands of these entities both directly R

" and indirectly being responsible for the assurance that the highest of standards be
undertaken that all services and/or products rendered or produced shall be of the highest
quality to the recipients of those services and/or products, and

WHEREAS it has not been established, as to at Jeast the knowledge of those who have
created this resolution and recommendation, that 1500 hours of patient-related contact is
either over or under abundant in assuring that 2 pharmacist will be minimally competent to
practice patient-care pharmacy upon being licensed,

THEREFORE LET IT BE RES OLVED/RECOMMENDED that the California State Board
of Pharmacy (Board) recognize that intern experiences in the areas of pharmaceutical
industry and managed care can have both a direct and indirect impact on patient care. In
so recognizing, be it resolved and recommended that the Board allocate up to 400 hours
from the 900 hour remainder that does not include the 600 hours allocated to pharmacy
school experiential programming for the purposes of gaining experience in new pharmacy
practice related areas such as and not limited to industrial pharmacy and managed care.



THEREFORE LET IT FURTHER BE RESOLVED/RECOMMENDED as 2 modification
of Title 16, Calif. Code of Regulations, Section 1718[aj[1][A-D] that presently reads as
follows:

(@)  Prior to receiving authorization from the board to take the pharmacist
licensure examinations required by section 4200 of the Business and
Professions Code, applicants shall submit to the board the Jollowing:
(1) Proof of 1500 hours of pharmacy practice experience that meets
the following requirements:

(4) A -minimum of 900 hours of pharmacy practice
experience obrained in a pharmacy.

(B) A maximum of 600 hours of pharmacy practice
experience may be granted at the discretion. of the
board for other experience substantially related to the
practice of pharmacy.

(C)  Experience in both community pharmacy and
institutional pharmacy practice Seings.

(D)  Pharmacy practice experience that satisfies the
requirements  for both introductory and advanced
pharmacy practice experiences established by the
Acereditation Council for Pharmacy Education.

THAT THE AMODKFICATION OF Title 16, Culif. Code of Regulations, Section
1718/a}[1]JA-D] BE AS FOLLOWS:

(n)  Prior to receiving authorization from the board to take the pharmacist
licensure examinations required by saction 4200 of the Business and
Professions Code, applicants chall submit 1o the board the following:

(1) Proofof 15 00 hours of pharmacy practice experience that meets

the following requirements: .

(4) A miniminm of 500 hours of pharmacy practice experience
must be obtained in_community and ingtitutional pharmacy
practice SEHngs.

(B) A maximum of 1 000 hours_of _pharmacy-related pragrice
experience_must be_obtained wider the_supervision of d
pharmacist. This 1000 hours may involve, but is not limited
to the artainment of pharmacy-related practice experience in
a community pharmacy, an institutional pharmacy seting, d
managed care organization, and a pharmaceutical industrial
setting, The 1000 hours shall include the current 600 hours
that iy granted  for pharmacy school _experientiol
programming, and the additional 400 howrs _for other
pharmacist supervised pharnacy-related experiences.

(C) Pharmacy practice experience that satisfies the requircments
for Dboth introductory and- advanced pharmacy practice

~ experiences established by rhe Accredilation Council for
Pharmacy Education.




Increasing Need for Pharmacists in
Crucial, Non-Traditional Sectors

‘|« Health Plans are actively procuring new pharmacy graduates to

erQing Patient Needs

. . ° .
develop Care Management Plans, Drug Utilization Review, Patient
Throug h A"‘ernahve Care Initiatives, and Medication Management serving millions of
° patients
P h armd CY P ra Chc e - Drug Information Services is burgeoning into a critical resource for

physicians and other pharmacists to provide care and for patients to
inquire about their own therapy .

+ Drug Firms are demanding more pharmacist services for safe,

‘David. Truong effective management and design of clinical trials affacting thousands | -

S of enrolled patients

Jonathan Wa ' abe . Health Systems are actively seeking pharmacists to provide clinically ,
hard Young - afficacious, outcomes based formulary management to provide the :

Ric
R highest quality care to most patients
) Tom Wa ng + Many of the skills demanded for these pharmacist roles are not taught

in traditional sectors (outcomes research, mail-order pharmacy, clinical I

operations

[
Vioxx Threat First Noticed by
Managed Care Pharmacist

sample of Patient Lives Impacted

: : H H « Jennifer Hméhovech, PharmD of non-profit Group Health Coopefative
Orgamzatlon Patient Lives (Seattle) was the first to publicly questioned the safety of Vioxx in
United Health Group 70,000,000 | i ; August 2001

Total . «Dr. Hrachovech had been reviewing data on an FDA website indicating

Kaiser Foundation 353 455 that patients in a Vioxx clinical trial had suffered more heart attacks
MZ dic“are g’;oup - 90.5 Million | than the the New England Journal of Medicine article had reported
- . . ---— | | «On the air, the pharmacist, Jennifer Hrachovet, begged Dr. Drazen,
LA County 165,000 Patient Lives editor of the New England Journal of Medicine, to update an article in
Depariment of Health the journal that touted the benefits of the painkiller Vioxx while playing
Services down its heart risks.
Torceirapib Trial 15,000 «"My concern is tha!; doctors are still using this and exposing their

| patients to higher risks of heart problems and they just don't even know

| Vioxx Patients 20,000,000 that that's the case.” '
| «Vioxx was removed from the market in September 30, 2004 with an
estimated 20 million patients taking it at the time.
E—
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Current Environment

1

Rise in health care costs
Baby boom spur for innovation |
Consumer demand for more information

Safety and drug interactions have taken
back ’sea;t'-in today’s competitive market

| :71*--:P»h}qrch:eu’rical ;
- Industry
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The Pharmaceuticalindustry
Experience

- There is a need for knowledgeable
jpharmacus’ts in the profession
Se{fety is paramount concern

L

Where do pharmacists fit in‘?

. Research deve!opment
: Deve|0p ‘of new drugs and novel dosage forms
-Conduct and administrate clinical drug trials
:Production-
“Conduct in both early production development and quality "
~contral
+ Regulatory. affairs
©.— Ligise with the U.S. Food and Drug Administration (FD;
~regulation of drug development, safety and consume
. jMedxca! information
ZProvide vital drug information to health care prov;der,
; consumers: :
. Medtcal Education " :

- Develop and provlde programs that enhance HC
specn‘” ic drugs-and d|ssase state management

Managed Care

|ntemsh|ps focus on specific disease sta =k
Better safety knowledge
» Better efficacy knowledge

o

How can everyone benefit?

- Patients '}get a better trained pharmacist
et a much more informed

IR
Managed Care Pharmacy
FACTS & Figures

+ ‘Prescription drug costs increase (on average, 15
‘billion'in 2005 to $521 billion in 2014).

Em plcyer»offered health benefits declined @ 9%
premlums mcreased by 73%
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Managed Care Pharmacy
Summary

. Increasmg drug cost, demand, & utlhzatron-

+ Cost shifting from employer to employee.
,, ‘atlzatlon of Medicare prescription benefit

ising volume is due to increasing:

Aging populatron

Prescnptlon

Treatment: guidelines

Lifestyle medication

TC advertising - :

« Increasing demand for Pharmacrst i

Care :

| | - Other Boards of
Pharmacy

R
Providing for Non-Traditional Training
Enhances Ability to Achieve BOP Missjoh

f"The‘ Board of Pharmacy protects and
romotes the health and safety of
‘frCallformans by pursumg the highest.

, '_enforc‘ement.

S

Managed Care Pharmacy
Pharmacnsf Roles

st'& Busmess management
'maco conomlcs & outcome

L]
Non-traditional experiences in 16 states are
applicable towards licensure requirements. . |

; \Ef:;f & f fff

State Boards of ffﬁ g fﬁé‘@fif fw & f%&

Pharmacy that  Maximum K 5 vﬁb k&"’ Ef f ,;f f’g

sl R

intern hours permitted  m SD é’i« @ ébém L’?': fa

Alaska N/S XX

Arizona 500 X X L

Delaware 500 XX XX X XIXIXIX|X|X

(XA -] I ES X

Jowa Nis I — {

Kenfucky 460 IXITX X

Massachizefts_| 500 XXX X .

! J 400 X1X X

Minnesota N/g XX XX X

Montana N/S A X

North Carolina 500 XX .

Ohlo 500\ X XX IR X

Orepon N/S X

Tennessee 400 X _

Vermant N/S X | X - X

Washington N/S X

|1

Providing for Non-Traditional Training .
Enhances Ability to Achieve BOP Mission

Current

5093_hours

B800:haurs from
,‘A:‘Schools of Pharmacy

- 800 hours from
“individual's inpatient or
outpa'uent pharmacy
experience

Proposal

« 1500 hours

— 800 hours from,
Schools of Pharmac

— 900 hours from
individual's inpat
outpatient pha
experience’

« ‘Out of 900
student h
of using ¢
non-tradi
pharmac




§1728. Requirements for Examination. ,

(a) Prior to receiving authorization from the board to take the pharmacist licensure examinations
required by section 4200 of the Business and Professions Code, applicants shall submit to the
board the following:

(1) Proof of 1500 hours of pharmacy practice experience that meets the following requirements:
(A) A minimum of 900 hours of pharmacy practice experience obtained in a pharmacy.

(B) A maximum of 600 hours of pharmacy practice experience may be granted at the discretion
of the board for other experience substantially related to the practice of pharmacy.

(C) Experience in both community pharmacy and institutional pharmacy practice settings.

(D) Pharmacy practice experience that satisfies the requirements for both introductory and
advanced pharmacy practice experiences established by the Accreditation Council for Pharmacy
Education.

(2) Satisfactory proof that the applicant graduated from a recognized school of pharmacy.

(3) Fingerprints to obtain criminal history information from both the Department of Justice and
the United States Federal Bureau of Investigation pursuant to Business and Professions Code
section 144.

(4) A signed copy of the examination security acknowledgment.

(b) Applicants who hold or held a pharmacist license in another state shall provide a current
license verification from '

cach state in which the applicant holds or held a pharmacist license prior to being authorized by
the boar to take the examinations.

(c) Applicants who graduated from a foreign school of pharmacy shall provide the board with
satisfactory proof of certification by the Foreign Pharmacy Graduate Examination Committee
prior to being authorized by the board to take the examinations.

Authority cited: Sections 851, and 4005, Business and Professions Code.
Reference: Sections 144, 851, and 4200, Business and Professions Code.

. -
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Sohowl of Pharmacy
Offioe of the Dean

April 18, 2006

Ms. Patricia Harris, Executive Officer
State Board of Pharmacy

1625 North Market Blvd., N219
Sacramento, CA 95834

Dear Patty,

| am writing regarding the agenda item titled, “Request to Modify Intern Hours Earned.
for Pharmacy-Related Experience,” & proposal to amend 16 CCR 1728, The UCSF
School of Pharmacy opposes this proposal and appreciates the opportunity to convey our
rationale. :

| am familiar with the genesis of this proposal, since it is not the first time intern hours
have been open to debate. In fact, T strongly supported a change in the regulation, which
allowed students to receive credit for up to 600 hours of clinical clerkship experiences
that were “substantially related to the practice of pharmacy,” several decades ago. While
] strongly encourage and promote student leaclership initiatives and applaud the activism
of our student groups, T differ with the views of students on this issue. '

Currently, the Board of Pharmacy requires a total of 1500 Infern hours. ‘Of these, 600 can

be ina setting that is *substantially refated to the practice of pharmacy™; the rema ining

900 hours must be in% pharmacy underthe supervision.of a pharmacist. One of the
stated reasons for the praposal (to allow up to 1000 hours of experience that is
substaptially relatod 1o the practice of pharmacy) is that it would provide students the
opportunity to earn intern hours for new and innovative experiences that are notin a
pharmacy. 1t has also been suggested that students do not pursue experiences in
contemporary practices outside of licensed pharmacies because these do not qualify for
intern hours required for licensure. ‘We believe that the current regulation provides ample
opportunity for students to pursue innovative experiences without jeopardizing their
ability to complete the Board’s requirement before graduation. We also believe that
practice experience in a licensed pharmacy is absoluiely essential to the development of a
future pharmacist.

The UCSF School of Pharmacy curriculum eurrently includes more than 1 000 hours of
advanced pharmacy practice experience (clerkship) that would meet the Board’s criteria
for hours that are “substantially related to the practice of pharmacy.” ‘We assume the
other California Schoals of Pharmacy also meet or exceed this 1000 hour threshold.
Therefore, the propased change to 1000 intern hours “substantially related to the practice
of pharmacy™ would be entirely covered by the School’s advanced pharmacy practice
experiences, Consequently, the majority of students would simply be required to spend
400 fewer intern hours in a licensed pharmacy if fhis change is approved. '



Far more than 40 years the UCSF School of Pharmacy has designed and refined the educational
experience it requires of students in the context of the Board of Pharmacy’s requirernent 0f 900 hours of
practice experience in.a pharmacy. This relationship has allowed the School to be creative in the types of
practice experiences that are offered to our students:since we lknow that an essential foundation for
practice is provided through internship experiences in a pharmacy. A substantial change in the number of
intern houts that arexrequired in a licensed pharmacy ( both institutional and community) will significantly
disrupt-the balance between the School’s curricular experionces and the core skills and competencies
students develop through their work as interns in licensed pharmacies, Our curriculum is predicated on
this balance of experience and we believe the proposed change would not insure that our graduates have
the core pharmacy skills and exporiences we believe the public expeets.

The UCSF School of Fharmacy has long enibraced innovation in the profession and our new currictlar
pathways in Pharmaceutical Health Policy & Management and Pharmaceutical Sciences support our
commitrment to engaging students in new and expanding arcas of practice. We alyo have mechanisms
that allow individual students to substi tute innovative practice experiences for some of their elective
advanced pharmacy practice experiences. This process is evaluated by a faculty committee and allows for
additional practice activities that are individualized, creative and innovative - though not yet mainstream.

Finally, the current requirement for 900 intern hours.in & pharmagcy under the supervision of a pharmacist
can be met by one.summer’s full<time internship coupled with part time internship work-during the
student’s academic year(s). We beljeve this allows most students at least one summer to explore outside
professional activities that are professionally rewarding but do not meet the Schools™ or Board’s eriteria
for earning credit towards their acad ernic degree-and licensure.

The students® desire to expand the areas of practice experience and their focus on innovation - which are
at the heart of this proposal — is to be commended. At the same time, we believe fhat the Board’s
requirement of 900 hours (less than-one-half year) experience in & licensed pharmacy remains an essential

component of the training and licensure of pharmacists who can best serve the public’s needs. I also
encourage the Board to once. again adopt a statement of competencies to be gained from internship
experiences in licensed pharmacies. Sucha statemept can be used to guide both students and preceptors in
creating experiefices that develop care competencies and skills the-public deserves.” o

Tam happy to discuss this in more detail with you and the Board,

Sincerely,
o ,
Mary Aniig K oda-Kimble, PharmD

Professor and Dean
TJ Long Chair in Chain Practice Pharmaocy



State of California Department of Consumer Affairs

Memorandum

To: Licensing Committee R . Date: March 9, 2006

From: Patricia Harris
Executive Officer

Subject: Request to increase the number of intern hours that
can be earned outside of a pharmacy

At the February meeting, the board was provided with a proposal from a group of pharmacy
students representing various schools of pharmacy requesting an increase in the number of intern
hours that could be earned outside a pharmacy. Since the proposal was not on the agenda, the
board could not take action. '

The proposal is now being provided to this committee for consideration. The proposal requests
that the board allocate up to 400 hours that an intern can earm for pharmacy-related experience
(under the supervision of a pharmacist) outside a pharmacy. The proposal is attached.

Under current law, an intern must eamn a minimum of 900 hours of pharmacy experience under
the supervision of a pharmacist in a pharmacy. The board has the discretion to grant a maximum
of 600 hours for other experience substantially related to the practice of pharmacy. California
pharmacy students earn the 600 hours for school required experiential training (clinical
 clerkship). - ) ..

5= . .o ° -

Therefore as proposed, an intern would only need to earn a minimum of 500 hours in a pharmacy
and could earn & maximum of 1,000 hours of experience substantially related to the practice of
pharmacy under the supervision of pharmacist.

16 CCR § 1728 states in part:

() Prior to receiving authorization from the board to take the pharmacist licensure examinations
required by section 4200 of the Business and Professions Code, applicants shall submit to the
board the following: ‘
(1) Proof of 1500 hours of pharmacy practice experience that meets the following
requirements: ’
(A) A minimum of 900 hours of pharmacy practice experience obtained ina
pharmacy. . :
(B) A maximum of 600 hours of pharmacy practice experience may be granted at the
discretion of the board for other experience substantially related to the practice of
pharmacy. ‘ -
(C) Experience in both commiunity pharmacy and institutional pharmacy practice
settings. '



satisfies the requirements for both introductory

(D) Pharmacy practice experience that
ences established by the Accreditation

and advanced pharmacy practice experi
Council for Pharmacy Education. .



Attachment 3

Proposed Regulations for Pharmacies
that _Compound Medication
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§1735.

harmacy pursuant
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means any of the following activities occurring in a p
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1) Altering the dosage f
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ry system of a drug

delive
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rength

or active ingredients
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(2) Altering the st
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Compounding does not include the reconstitution of a drug pursuant to the
manufacturer’s direction for oral, rectal o topical administration.

(b)“Integrity” means the drug will retain its effectiveness until the beyond use date noted on
the label.

(c) “Ouality” means the drug is free of any contaminants and only contains those active
ingredients indicated on the label. o

(d) “Strength” means the amount of active ingredient in each unit of the drug.

(e) As used in Business and Professions Code Section 4052(a)(1), the following terms have
the indicated meaning concerning the compounding of unapproved drugs for prescriber
office use:
(1) “Reasonable quantity’” means that quantity of an unapproved drug which:
(A) is sufficient for that prescriber's office use; and
(B) is reasonable considering the intended use of the compounded medication and
nature of the prescriber's practice; and
(C) for any individual prescriber and for all prescribers taken as a whole, is an
amount which the pharmacy is capable of compounding in compliance with
pharmaceutical standards for strength, quality and integrity of the compounded
medication.
(2) “Prescriber office use” means application or administration in the prescriber's
office, or for distribution of not more than a 72-hour supply to the prescriber's patients
as estimated by the prescriber.' '

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4005, 4051,
and 4052, Business and Professions Code. '

§1735.1. Requirements

(a) Prior to compounding a drug, the dispénsing pharmacist shall establish a professional
relationship with the prescriber and patient. '

(b) A drug may not be compounded without a written master formula record that includes at
least the following elements:

(1) Active ingredients to be used.

(2) Inactive ingredients to be used.

(3) Process and/or procedure used to prepare the drug.

(4) Ouality reviews required at each step in preparation of the drug.
(5) Post compounding process or procedures required, if any.

(6) Bevond use dating requirements.

(c¢) The pharmacist shall be responsible for assuring that the compounded drug retains its
strength, quality, and integrity until dispensed. ‘

(d) All chemicals, drug products, and components must be used and stored according to
compendial and other applicable requirements to maintain their strength, quality and

integrity.

' Moved from 1716.1



(e) The beyond use date of the finished product must not exceed 180 days or the shortest
expiration date of any component in the finished product unless a longer date is supported by
stability studies of drugs using the same components and packaging. Shorter dating than set
forth in this subsection may be used if it is deemed appropriate in the professional judgment
of the responsible pharmacist,

(2) Pharmacists who compound drugs, or supervise the compounding of drugs, shall be

responsible for ensuring that the compounded drug has been prepared, labeled, stored, and
delivered properly. '

(h) Prior to allowing any drug to be compounded in a pharmacy, the pharmacist-in-charge
“shall complete a self-assessment form for compounding pharmacies developed by the board
(form XXXXX). The self assessment shall subsequently be performed before July 1 of each
vear, within 30 days of the designation of a new pharmacist-in-charge, or within 30 days of

the issuance of a new pharmacy license. The primary purpose of the self-assessment is to
promote compliance through self-examination and education.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4005, 4051,
4052, and 4076. Business and Professions Code.

§1735.2. Records

(a) For each compounded drug a record shall be made that includes at least the following
elements:

(1) The information required of a master formula record.

(2) The date the drug was compounded.

(3) The identity of the pharmacy personnel who compounded the drug.
(4) The identity of the pharmacist reviewing the final product.

(5) The quantity of-each component used compounding a drug. ..

(6) The supplier and lot number of each component.

(7) The equipment used compounding a drug.

(8) The internal reference (lot) number.

(9) The expiration date of the final drug.

(10) The quantity or amount of drug product compounded.

(b) Pharmacies must maintain records of the acquisition, storage, and proper destruction of
chemicals, drug products, and components used in compounding.

(c) The chemicals, drug products, and components used to compound drug products shall be
obtained from reliable suppliers. The pharmacy shall maintain certificates of purity or
analysis for components, chemicals, or drug products used in compounding. Certificates of
purity or analysis are not required for drugs used in compounding that are approved by the
Food and Drug Administration.

(d) Pharmacies must prepare, maintain, and retain all records required by this article in the
pharmacy in a readily retrievable form for a period of three years from the date the record
was created.

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4005 Business
and Professions Code. :




§1735.3. Labeling

(a) In addition to labeling information required under Business and Professions Code
Section 4076, the label of a compounded drug product shall contain the generic name(s) of
the principal active component(s).

(b) A statement that the drug has been compounded by the pharmacy shall be included on
the container or on the receipt provided to the patient.

(¢) Drugs compounded into unit-dose containers shall be labeled with the name of the active
component, concentration or strength, volume or weight, and an expiration date.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4005 and
4076, Business and Professions Code. . »

§1735.4. Policies and Procedures

(a) Pharmacies must maintain a written policy and procedure manual for compounding that
establishes procurement procedures, methodologies for the formulation and compounding of
drugs, facilities and equipment cleaning, maintenance, operation, and other standard
operating procedures for the pharmacy.

(b) The policy and procedure manual shall be reviewed on an annual basis by the
pharmacist-in-charge.

(c) Provisions to notify the staff assigned conﬁpounding duties of any changes in the
policy and procedure manual must also be included. :

(d) The policy and procedure manual shall include written documentation of a plan for the
recall of dispensed compounded products where subsequent verification demonstrates the
potential for adverse effects with continued use of the compounded drug.

(e) Written processes used to maintain, store, calibrate, clean/disinfect equipment used in
compounding drug shall be contained in the policy and procedure manual and shall be
incorporated as part of the staff training and competency evaluation process.

(f) The pharmacist-in-charge shall establish policies and procedures to ensure that
compounded drugs have the strength indicated by the label.

Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4005 and
4113, Business and Professions Code.

§1735.5. Facilities and Equipment

(a) Pharmacies shall provide written documentation of facilities and equipment necessary for
the safe and accurate compounding of a drug, to also include, where applicable, certification
of the facility/equipment.

(b) Equipment shall be stored, used, and maintained in accordance with manufacturers’
specifications.

(c) Equipment used in compounding drug products shall be calibrated prior to use to ensure
accuracy. Documentation of calibration shall be recorded in writing.

Authority cited: Section 4005, Business and Prdfessions Code. Reference: Section 4005,
Business and Professions Code.




§1735.6. Training of Staff, Patient and Caregiver

(a) Pharmacies shall maintain written documentation that pharmacy personnel have the skills
and training required to correctly perform their assigned responsibilities relating to

compounding.

(b) The training of pharmacy personnel shall be documented and retained as part of an on-
coing competency evaluation process for pharmacy personnel involved in compounding.

(c) Pharmacy personnel assigned compounding duties shall demonstrate knowledge about
the processes and procedures used to compound drug drugs prior to compounding any drug.

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4005,
Business and Professions Code.

§1735.7. Quality Assurance

(a) Pharmacies shall provide written documentation of the development of and adherence to
a quality assurance plan.

(b) The quality assurance plan shall include verification, monitoring, and review of the
adequacy of the compounding process and shall include documentation of that review by the
assigned personnel to demonstrate the compounded drug meets the specified criteria of
strength and quality. :

(c) As part of the quality assurance plan, all qualitative/quantitative analysis reports for
compounded drug drugs shall be retained and collated with the compounding record and
master formula.

(d) The guality assurance plan shall also include a written process that describes and
documents the action taken when a compounded drug fails to meet the minimum standards
- for quality, strength and integrity.

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4005,
Business and Professions Code. - = - - - .




Attachment 4

Policy Statement for
Pharmacy Disaster Response



Disaster Response Policy Statement

The California State Board of Pharmacy wishes to ensure complete iareparation for, and
effective response to, any local, state, or national disaster, state of emergency, or other
circumstance requiring expedited health system and/or public respdnse. Skills, training,
and capacities of board licensees, including wholesalers, pharmacies, pharmacists, intern
pharmacists, and pharmacy technicians, will be an invaluable resource to those affected
and responding. The board also wishes to encourage an adequate response to any such
circumstance affecting residents of California, by weicoming wholesalers, pharmacies,
pharmacists, intern pharmacists, and pharmacy technicians licensed in good standing in

other states to assist with health system and/or public response to residents of California.

The board encourages its licensees to volunteer and become involved in local, state, and
national emergency and disaster preparedness efforts. City or county health departments,
fire departments, or other first responders can pfoyide information on local opportunities.
The Emergency ‘Prepvaredness Office of the California Department of Health Selvice;s isa
lead agency overseeing emergency preparedness and response in California, particularly
regarding health system response, drug distribution and dispensing, and/or immunization
and prophylaxis in the event of an emergency. At the federal level, lead contact agencies
include the Department of Health and Human Services, the Centers for Disease Control,

and/or the Department of Homeland Security and its Federal Emergency Management

Agency (FEMA). Potential volunteers are encouraged to register and get information at

www.medicalvolunteer.ca.gov (California) and www.medicalreservecorps. gov (federal).

The board also continues to be actively involved in such planning efforts, at every level.



The board furthér encourages its licensees to assist in any way they can in any emergency
circumstance or disaster. Under such conditions, the priority must be protection of public
health and provision of essential patient care by the most expeditious and efficient means.
Where declared emergency conditions exist, the board recognizes that it may be difficult

or impossible for licensees in affected areas to fully comply with regulatory requirements

governing pharmacy practice or the distribution or dispensing of lifesaving medications.

In the event of a declared disaster or emergency, the board expects to utilize its authority
under the California Business and Professions Code, inéluding section 4062, subdivision
(b) thereof, to encourage and permit emergency prévision of care to affected patients and
areas, including by waiver of requirements that it may be implausible to meet under these
circumstances, such as prescription requirements, record-keeping requirements, labeling
requirements, employee ratio requirements, consultation reqﬁircments, or other standard
pharmacy practices and duties that may interfere with the most efficient response to‘.those
affected.' The board encourages its licensees to assist, and follow directions fro.m, {ocal,
state, and national health officials. The board expects licensees to apply their judgment
and training to providing medication to patients in the best interests of thé patien‘;s, with
circumstances on the ground dictating the extent to which regulatory requirements can be
met in affectéd areas. The board further expects that during such emergency, the highest

standard of care possfble will be provided, and that once the emergency has dissipated, its

licensees will return to practices conforming to state and federal requirements.

! Expanded powers in the event of a disaster are also granted to the Governor and/or other chief executives
or governing bodies within California by the California Emergency Services Act [Cal. Gov. Code, §§ 8550-
8668] and the California Disaster Assistance Act [Cal. Gov. Code, §§ 8680-8690.7], among others. Section
8571 of the Government Code, for instance, permits the Governor to suspend any regulatory statute during
a state of war or emergency where strict compliance therewith would prevent, hinder, or delay mitigation.



Furthermore, during a declared disaster of emergency affecting residents of California,
the board hopes that persons outside of California will assist the residents of California.
To facilitate such assistance, in the event of a declared California disaster or emergency,
the board expects to use its powers under the California Business and Professions Code,
including section 900 and section 4062, subdivision (b) thereof, to allow any pharmacists,
intern pharmacists, or pharmacy technicians, who are not licensed in California but who
are licensed in good standing in another state, including those presently‘serving military
or civilian duty, to provide emergency pharmacy services in California.” Thé board also
expects to allow nonresident pharmacies or wholesalers that are not licensed in California
but that are licensed in good standing in another state to ship medications to pharmacies,
health professionals or other wholesalers in California. Finally, the board also expects to
allow use of temporéry facilities to facilitate drug distribution during a declared disaster
or state of emergency. The board expects that its licensees will similarly respond' outside
of the state to disasters or emergencies affec@jng»gqp;_ﬂations_ o].ltside California, and will

pursue whatever steps may be necessary to encourage that sort of licensee response.

2 See also the Interstate Civil Defense and Disaster Compact [Cal. Gov. Code, §§ 177-178], the Emergency
Management Assistance Compact [Cal. Gov. Code, §§ 179-179.5], and the California Disaster and Civil
Defense Master Mutual Aid Agreement [executed 1950], regarding cooperation among the states.
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American Society of

Health-System Pharmz_xcis"ts,®

7272 Wisconsin Avenue
Bethesda, Maryland 20814

301-657-3000

Fax: 301-664-8892
www,ashp,org

October 24, 2006

Ms. Virginia Herold

California Board of Pharmacy
1625 N. Market Blvd., Suite N219
Sacramento, CA 95834 '

Re: Licensing Committee-Request to Add the Exam for the Certification of
Pharmacy Technicians Developed by the Institute for the Advancement of Community
Pharmacy Technicians

Dear Ms. Herold:

On behalf of the American Society of Health-System Pharmacists, | am writing to express our interest in
the Board’s recent discussions regarding pharmacy technician education and training,

ASHP is the 30,000-member national professional association that represents pharmacists who practice in
hospitals, health maintenance drganizations, ambulatory care clinics, long-term care facilities, home care,
and other components of health care systems. Over the last twenty years ASHP has been accrediting
pharmacy technician training programs and currently there are over ninety programs across the United .
States accredited by ASHP. '

ASHP wishes to express our concerns with the potential inclusion of the alternative exam by, the Institute
for the Certification of Pharmacy Technicians (ICPT). ASHP has opposed this exam in several states (see
attached), based on policy adopted by our Board of Directors and House of Delegates. ASHF supports,

“ ..mandatory certification by the Pharmacy Tc echnician Certification Board (or another comparable
nationally validated, psychometrically sound certification program) approved by the state board of
pharmacy”. ASHP strongly encourages the California Board of Pharmacy to carefully evaluate any exam
it approves as an alternative to PTCB, which has been recognized as the national standard, and has been
endorsed by the National Association of State Boards of Pharmacy. ASHP has made efforts to review the
information provided by ICPT, and based on information that has been provided to our organization, we do
ot feel that it meets the standards set forth in ASHP policy. : ‘

Based on our analysis, ASHP has encouraged PTCB to submit its examination to the National Commission
for Certifying Agencies (NCCA). NCCA is the accrediting body for the National Organization for
Competency Assurance (NOCA), which is the national leader in setting quality standards for credentialing
organizations. NCCA uses a peer review process to: establish accreditation standards; evaluate compliance
with the standards; recognize organizations/programs which demonstrate compliance; and serve as a
resource on quality certification. 1 NCCA's Standards exceed the requirements sel forth by the American
Psychological Association and the U.8. Equal Employment Opportunity Commission. Since ICPT has
suggested that its alternative exam meets the standards set forth by the American Psychological




Association, we therefore urge the Board to request that ICPT submit its exam to NCCA prior to review
and approval by the California, PTCB has also submitted its exam to NCCA for an independent review
and accreditation, We believe that without an independent review the Board should consider any
alternative exam to the already established national standard met by PTCB. That standard is based on its
inclusion in the majority of states, its recognition by major employers in all setiings (hospital, major chains
etc) and its recognition by the National Association of State Boards of Pharmacy.

ASHP urges the Board to conduct a comprehensive review, requesting full and complete disclosure of
relevant information in order to evaluate the ICPT certification process. The National Association of State
Boards of Pharmédcy (NABP) issued a memorandum 1o its member Boards earlier this year (see attached)
which provided guidance evaluating proposals for examinations that test pharmacy technicians. ASHP
strongly encourages the Board to carefully review the recommendations made by NABP and other
stakeholders who have expressed concerns with this exam before it is approved in your state.

If you have any questions or comments please do not hesitate to contact Maria D. Spencer, Director of
State Government Affairs at 301.664.8687 or mspencer(ashp.org.

Sincerely,

Brian M. Meyer, M.B.A.
Director, Government Affairs Division

cc: Brian Hodgkins, Pharm.D, President, California Society of Health System Pharmacists
Maria Serpa, Pharm.D, Government Affairs Commit“tee, California Society of Health System

Pharmacists = - T ST R
Robert Batman, Pharm.D., Chair, Government Affairs Committee, California of Health

System Pharmacists

Enclosures
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_ Provider Identifier (NPI) compliance datel
Overview Do you have your NPI?
What's New
How to Apply
Educational ‘
Resources Transcript for 9/26/06 NPI Roundtable Now Available
Enumeration ,
Reports The complete transcript for the 9/26/06 NPI Roundtable is now
Medicare NPI available ~ click on "Educational Resources" to the left of your screen
Imp[ementatjon to view this document.
EFI )
Questions NPI T'p

When applying for.your NPI, CMS urges you to include your
legacy identifiers, not only for Medicare but for all payors. If’
reporting a Medicaid number, include the associated State
name. This information is critical for payors in the
development of crosswalks to aid in the transition to the NPI.

View a letter (located in the Downloads section below) from CMS
Administrator, Dr. Mark B. McClellan, announcing the start of NPI
enumeration for all health care providers.

The Health Insurance Portability and Accountability Act of 1996
(HIPAA) mandated that the Secretary of Health and Human Services
adopt a standard unique health identifier for health care providers. On
January 23, 2004, the Secretary published a Final Rule that adopted
the National Provider Identifier (NPI) as this identifier.

All HIPAA covered healthcare providers, whether they are individuals
or organizations, must obtain an NPI for use to identify themselves in
HIPAA standard transactions. Once enumerated, a provider's NPT will
not change. The NPI remains with the provider regardless of job or
location changes.

HIPAA covered entities such as providers completing electronic
transactions, healthcare clearinghouses, and large health plans, must
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use only the NPI to identify covered healthcare providers in standard
transactions by May 23, 2007. Small health plans must use only the
NPI by May 23, 2008.
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NPI Final Rule [PDF, 249KB]
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NCPDP FAQs on NPI Enumeration

What is an NPI? (revised 7/1/06)

The National Provider Identifier (NPI) is the provider identifier, replacing the different
provider identifiers pharmacies currently use including the NCPDP Provider ID number
(formerly the NABP number). This identifier, which implements a requirement of the
Health Insurance Portability and Accountability Act of 1996 (HIPAA), must be used by
most HIPAA covered entities, which are health plans, health care clearinghouses, and
health care providers that conduct electronic transactions for which the Secretary has
adopted a standard (i.e., standard transactions).  Health care providers include
individuals, such as physicians, dentists, and pharmacists, and organizations, such as
hospitals, nursing homes, pharmacies, and group practices. The use of the number on
HIPAA transactions is mandatory by May 23, 2007 for most health plans (2008 for
small health plans). More information can be found at
http://www.cms.hhs.gov/apps/npi/01 overview.asp

How do pharmacies obtain their NPI? (revised 7/1/06)

Pharmacies are able to apply for their NP1 in one of three ways:

(1) With their permission, NCPDP will submit their application in an electronic file
and provide the pharmacy’s NPI to them. NCPDP recommends this option as a
service to the industry. This authorization process is underway and the
NCPDP ' bulk enumeration process has  begun. Go to
hitp://www.ncpdp.ora/frame_news npi-info.htm }

(2) Pharmacies may prepare a paper application and send it to the entity that will be
assigning the NPI on behalf of the Secretary (the Enumerator). A copy of the
application, including the Enumerator’s mailing address, is available on at
hitp://www.cms.hhs.gov/NationalProvldentStand/03 apply.asp#TopOfPage
Pharmacies may also call the Enumerator for a copy. The phone number is 1-
800-465-3203 or TTY 1-800-692-2326.

(3) Pharmacies may apply through a web-based application process. The web
address is the same as #2 above.

What is the NPPES? (revised 7/1/06)

NPPES is the National Plan and Provider Enumeration System. CMS and the
Enumerator, Fox Systems, Inc., use this system to enumerate and maintain information
on all providers who apply for an NPl or submit changed information. The NPPES does
not have the capability to link a group of pharmacies together into a chain or other
affiliations. In addition, it is not currently known if, how, or when CMS will disseminate
NPI numbers to industry. For this reason, it is important that the industry continue to use
the NCPDP Pharmacy Database, which will include a pharmacy's new NPI(s) cross-
walked to their NCPDP Provider ID to avoid industry disruption in converting from the
NCPDP Provider ID to the NP1

What is an “EFI Organization”? (revised 7/1/06)

Page: 1
Updated: 7/1/06
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An EFI Organization (EFIO) is a term used by CMS to describe an entity that has been
certified by CMS to serve as an authorizing provider's agent in submitting an electronic
NPI application for the provider and to distribute the NPI to the provider(s). EFIOs may
also submit changes to provider data such as address and maintain provider data in the
NPPES. EFIOs are certified by CMS through their Enumerator before they are able to
perform these functions. There is no other way to batch enumerate a group of
pharmacies. All other NPI enumeration methods (web and paper) require individual
applications, one-by-one, and require one-by-one updates.

NCPDP is a certified EFIO and recommends pharmacies obtain their NPls by
authorizing NCPDP as their EFIO. This will insure data are correct on the NPPES as
well as on the NCPDP Pharmacy Database available to industry.

Do all pharmacies need an NPI?

All pharmacies that submit HIPAA covered transactions must obtain and use an NPI by
May 23, 2007. NCPDP recommends all pharmacies obtain an NPI, even if HIPAA
covered transactions are not used by the pharmacy.

Has CMS approved NCPDP to be an EFIO? (revised 7/1/06)

Yes. NCPDP is certified to submit records for enumeration on behalf of pharmacies with
their authorization. In May, NCPDP submitted smaller files and streamlined business
processes in the live environment. NCPDP has steadily increased the number of files
submitted weekly as well as the size of those files. NCPDP is currently accepting
updated information and authorizations from pharmacies. With the exception of new
pharmacies and change of-ownerships, pharmacies-are enumerated in the order in
which their updated information is received, allowing for CMS file size and frequency
restrictions. New pharmacies and Change of Ownership situations take priority.

Why should a pharmacy use NCPDP as an EFIO to obtain NPIs? (revised 7/1/06)

NCPDP has been successfully enumerating pharmacies since 1981 during which time
NCPDP has provided pharmacies with NCPDP Provider ID numbers (formerly known as
NABP numbers). In addition to enumeration, NCPDP maintains the NCPDP Pharmacy
Database, which is purchased by industry for many uses including claims processing,
product recalls, publications, network development and health plan directories. Using
NCPDP to obtain NPis will insure pharmacy information is current on the NCPDP
Pharmacy Database, result in minimal industry disruption and aid in proper claims
reimbursement.

If a pharmacy is owned or are affiliated with a group of pharmacies, there is no other
way of applying for NPIs other than a single web-based or paper application per
pharmacy. Enumerating a large group of pharmacies can result in significant
administrative burden associated with gathering, formatting, editing, validating, applying
over the web (which CMS states takes 20 minutes per number) and maintaining data in
NPPES.

Page: 2
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Will NCPDP discontinue issuing NCPDP Provider (formerly NABP) D
numbers? (revised 7/1/06)

No, NCPDP will continue to issue NCPDP ID numbers, even if they are not used on a
HIPAA standard transaction. NCPDP expects Workers Compensation and other
programs not covered by HIPAA will continue to use NCPDP Provider ID numbers for
some time into the future. It is expected that many processors will crosswalk the NPI to
the NCPDP Provider ID and will continue to use the NCPDP ID for processing in the
near to intermediate term. The relationship and demographic information found on the
NCPDP Database files is needed more than ever by the industry. NCPDP will continue
issuing NCPDP Provider ID numbers - even if the only future use is internal to NCPDP
and users of our database. There are no plans to phase out the numbers. ‘

So, NCPDP is going to continue to assign NCPDP numbers even after NPl is fully
operational? If so, for how long? (revised 7/1/06)

Yes. Industry is continuing to use NCPDP ID numbers on claims until May 23, 2007 and
after that date, most claims processors if not all will simply convert the NPl to the
NCPDP ID before processing. NCPDP has committed to industry that there will be a
one-to-one relationship between NCPDP Provider ID numbers and NPIs so that industry
can easily develop crosswalks between the NPI and the NCPDP Provider 1D number for
information and claims processing systems. NCPDP will perform this service
indefinitely. ,

How can NCPDP do all the work necessary for EFl submission at no additional.
cost to pharmacies?

NCPDP can do all the work required at no additional cost to pharmacies just like they do
today in maintaining the NCPDP Pharmacy Database. NCPDP sells this database to
the industry to recoup its pharmacy NPI enumeration costs. NCPDP, with a pharmacy's
authorization and the required information on an NCPDP-developed Application Form or
Excel format, will obtain pharmacy NPI(s) and maintain NPIs (i.e. maintaining the CMS
National Plan and Provider Enumeration System, NPPES) for authorizing pharmacies as
required by Federal Law. NCPDP agrees that all this work will be done at no additional
cost to pharmacies. The only cost involved is the current cost of $100 for enumerating
new pharmacies or those that change ownership.

What are the advantages of using NCPDP as an EFIO? (revised 711/06)

If a pharmacy is owned or are affiliated with a group of pharmacies, there is no other
way of applying for NPIs other than becoming an EFIO or applying for each pharmacy
using an individual web-based or paper application. Enumerating a large group of
pharmacies can result in significant administrative burden gathering, formatting, editing,
validating, and maintaining data in addition to filling applications and correcting errors.

Pharmacies benefit from the various industry uses of NCPDP's Pharmacy Database
information.  Specifically, entities within the pharmacy industry use this pharmacy
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information for affiliating pharmacies with their respective chain headquarters or
networks, claims processing, direct mailings of product recalls and publications, network
development, health plan directories and rebate information. NCPDP, functioning as an
EFIO provides pharmacies with a single method of maintaining pharmacy information in
this important industry database as well as the NPPES, which does not contain all the
information needed by industry to process claims.

NCPDP's Pharmacy Database contains pharmacy NPI(s) as well as legacy NCPDP
Provider ID numbers (formerly the NABP number). This provides industry with the
much-needed crosswalk between the two 1Ds and minimizes industry disruption or errors
in claims payment.

What entities other than pharmacies will NCPDP enumerate?

There are some entities or non-pharmacy dispensing sites that dispense medication
under the supervision of a physician such as certain clinics, emergency rooms or
dispensing physicians. NCPDP can enumerate those non-pharmacy dispensing
organizations (not the physician) in addition to pharmacies.

Will NCPDP also enumerate pharmacists?

No. NCPDP is only enumerating pharmacies, non-pharmacy dispensing sites and
certain DME providers. If a pharmacist bills for medication therapy management or
other professional pharmacy services or conducts any other HIPAA standard
transactions, pharmacists must obtain an individual NPI.

Will this allow my pharmacist to be paid directly for their services?

In some cases, it will be the pharmacy that is to be paid for the pharmacist's medication
therapy management or professional services. In that case, the NPI of the pharmacy is
the biller, (NCPDP Service Provider ID on the Telecommunication Standard Version 5.1
Claim) and the NPI of the pharmacist is the rendering provider (Pharmacy Provider
Segment on the Version 5.1 Claim).

What was the purpose of the pledge pharmacies were asked to sign last year on
behalf of our affiliated pharmacies? (revised 7/1/06)

The pledge NCPDP requested from organizations representing various groups of
pharmacies in late 2005 was to determine industry interest in NCPDP becoming an
EFIO and to help NCPDP size the level of effort NCPDP would have enumerating
pharmacies. The pledge also insured organizations received regular communication
regarding the status of the enumeration. Now that NCPDP is an authorized EFIO, the
pledge has no importance. It is important now that pharmacies authorize NCPDP to be
their EFIO. This can be done by updating pharmacy data with NCPDP using the
NCPDP Application/Update Form, Checking the box and signing Section 11 of the
Application. The Form can be found at http://www.ncpdp.ora/frame _news npi-info.htm.
If the organization is a larger chain, an Excel Template is available and an Authorization
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Letter. This information is also available at http://www.ncpdp.org/frame news npi-
info.htm.

What do pharmacies do to authorize NCPDP to be their EFIO in obtaining NPIs?
(revised 7/1/06)

NCPDP has emailed all those that have submitted pledges and asked for authorization.
There is also a link to the NCPDP website where individual pharmacies can download a
form to fill out the necessary information and authorize NCPDP. The link is
http://www.ncpdp.org/frame _news npi-info.htm. The form can be faxed or mailed to
NCPDP. :

If an organization owns many pharmacies, an Excel file template and Chain
- Authorization Letter is available at the same site.

Our chain has more than one relationship or chain code. Do we need to fill out
one Excel Template for each chain code? (revised 7/1/06) '

Yes. NCPDP needs one spreadsheet for each chain code. This is because NCPDP
sets permission flags for authorization to enumerate based on chain codes and NCPDP
submits batches or files to NPPES for chains based on chain code.

What are the pharmacy’s responsibilities in order for NCPDP to enumerate?
(revised 7/1/06)

Federal Law requires the information sent to NPPES to enumerate a pharmacy be
correct. The_ pharmacy’s responsibility is to verify NCPDP has_the correct information on
the  pharmacy. The best way to do this is to go o
http://www.ncpdp.org/frame_news npi-info.htm and  send NCPDP the updated
Application and indicate the pharmacy is updating pharmacy information and authorizing
NCPDP to be an EFIO.

NCPDP is updating information on the NCPDP Pharmacy Database based upon these
Applications and Excel spreadsheets to insure pharmacy information is current prior to
enumeration of authorizing pharmacies. If the pharmacy has not authorized NCPDP to
enumerate the pharmacy NCPDP will not enumerate the pharmacy until the pharmacy
does so.

Why is NCPDP asking pharmacies to maintain more information than that needed
for getting an NPI?

NCPDP can do all the work required to obtain pharmacy NPI(s) and maintain the
NPPES at no additional cost to pharmacy because NCPDP sells the NCPDP Pharmacy
Database to industry to recoup its pharmacy NPI enumeration and maintenance costs.
The NCPDP Pharmacy Database contains more information than that required by
NPPES and has been licensed to industry for over 20 years.
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Pharmacies benefit from the various industry uses of NCPDP's Pharmacy Database
information. Specifically, the entities within the pharmacy industry use this pharmacy -
information for different business reasons. For example, for affiliating pharmacies with
their respective networks or chain headguarters, claims processing, direct mailings of
product recalls and publications, network development, health plan directories and
rebate information. This information will not be available top industry from NPPES.

How will NCPDP determine which pharmacies to enumerate first? (revised 7/1/06)

NCPDP has worked with CMS and the Enumerator, Fox Systems, Inc. to develop an
enumeration plan for pharmacies. NCPDP was asked to submit small files initially and
until all processes are tested. Non-chain pharmacies, new pharmacies, and
resubmission of rejected records are sent on weekly files to the NPPES system for
enumeration. Chain pharmacies are enumerated in batches corresponding with primary
relationship codes or “chain codes”. Any record issues are triaged between NCPDP, the
Enumerator and the pharmacy contact person on the Application.

Effective May 1, 2006, before the NSC can process any Medicare Supplier 1D
enroliment documentation or make any updates to a supplier file, the supplier
must ensure their NPl has been listed on the CMS-855S application. How does
this impact NCPDP/s ability to enumerate pharmacies? (revised 7/1/06)

NCPDP has changed our processes so that new pharmacies and pharmacies who
change ownership will receive priority when NCPDP submits records to NPPES for NP
enumeration. NCPDP then provides non-chain pharmacies with an email containing the
pharmacy NPI to attach to the CMS-855S application. For chain pharmacies, written
notification is provided to satisfy this Medicare requirement. For more information on the
NPl and CMS-855S applications, please contact Jeannine Deese at jdeese@ncpdp.org.
It is expected the need for a paper copy of the NPI notification will not be necessary after
NPPES dissemination is functional.

What happens if NPPES rejects some of the information submitted by NCPDP?
(revised 7/1/06) :

If the NPPES system rejects information submitted by NCPDP such as invalid zip code,
phone number or address or a potential duplicate submission, NCPDP attempts to
correct the error and resubmit the application. NCPDP contacts the individual
authorized as the pharmacy “contact person” if NCPDP requires aid in resolving the
rejected or pended application record. The most common reason for rejection of
- independent pharmacy records is “potential duplicate”. This means that although the
pharmacy gave NCPDP permission to be their EFIO, pharmacies may have already
enumerated themselves and the rejection is sent to NCPDP. If NCPDP calls a
pharmacy to verify information and clear the pended or rejected record with CMS, it is
very important and required by law that the pharmacy aid NCPDP in resolving the matter
on a timely basis. This also insures the NCPDP Pharmacy Database is correct and the
pharmacy’s NPI is on file to avoid payment disruption.
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If NPPES pends the information on a record for Enumerator review, then the Enumerator
contacts NCPDP or the pharmacy to receive clarification, if necessary and either accepts
or rejects the record. If rejected, the record can be corrected and resubmitted.

If NPPES rejects an entire NCPDP_submission on behalf of a chain or other affiliate
because it contains an unusual number of errors, NCPDP retains the right to request
that chain or affiliate resolve the errors and resubmit a file to NCPDP. Pharmacies are
responsible for the quality and validity of the information provided.

How important is it that NCPDP has current information on pharmacies? (revised
7/1/06)

Federal Law requires that pharmacies certify the information submitted to NPPES is
correct and that changes are sent to NPPES within 30 days of a change. For this
reason, NCPDP is  requesting pharmacies  fill out the form at
http://www.ncpdp.org/frame_news _npi-info.htm and update NCPDP within 20 days of a
change of information. The Form provides a method for individual pharmacies to certify
the information is correct. NCPDP will also require those sending the Excel Template file
to certify the information sent to NCPDP is correct.

Our organization has downloaded the Excel Template. Can we just cut and paste
from other lists or spreadsheets to provide the information NCPDP needs?
(revised 7/1/06)

Yes. As long as all periods, apostrophes, dashes, ampersands & # symbols are
removed. Make sure these characters are removed from the legal business name, dba
name, physical address1, contact name, cross streets, mailing address 1.8&2, mailing
city, and state license fields. Follow the instructions carefully to avoid the need for more
clean-up. NCPDP suggests a sample file with a dozen records or so are sent for review
prior to an entire Excel File

What is the process once files are sent to NPPES and the Enumerator? How soon
will our organization receive our NPI(s) (revised 7/1/06)

NPPES sends a response file 6 days after NCPDP sends the submission file. Records
on the response file can either be enumerated, rejected or pended to the Enumerator.
NCPDP researches and resubmits rejected records. This sometimes requires calling the
pharmacy and working with the pharmacy to resolve the problem. The Enumerator
resolves pended records. The Enumerator contacts NCPDP and/or the pharmacy
contact person to aid in resolution. Pended records that have been finalized are sent on
another file 6 days later. It is very important as a Federal requirement that pharmacies
respond to calls from NCPDP or the Enumerator to resolve these pended records.

Remember, the 6-day turnaround time is for the NPPES first and all future response files
as a result of the original submission. NCPDP notifies pharmacies of their NPI on
enumerated records. In the case of independents, an email is sent. From
NP! EFIO@ncpdp.org. In the case of chains, an email and file of NPIs is sent once all
pharmacies are enumerated. Keep this email as some payers Or processors may
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require a copy including Medicare when enrolling/changing information related to the
Medicare Supplier ID.

How are pharmacies notified of their NPI(s)? (revised 7/1/06)

After obtaining a file's NPls, NCPDP notifies pharmacies (or chain headquarters of the
pharmacy if it is part of a chain) of their NPI(s) via email. Please watch for an email from
NPl EFIO@ncpdp.org. NCPDP plans to have all authorizing pharmacies enumerated
by late fall 2006 and will then begin outreach to pharmacies for which no NPl is on file. If
a pharmacy is late in sending information to NCPDP, the pharmacy will be enumerated
later. Enumeration is an ongoing process and will not cease. The NPI must be used on
all HIPAA transactions by May 23, 2007. Therefore, NCPDP and its members
recommend all pharmacies obtain NPIs by December 2008. Industry needs adequate
time for testing prior to May 2007.

After getting NPIs from NCPDP, what are a pharmacy’s responsibilities in the
future?

Over time, information on pharmacies may change. It is the pharmacy's or chain
headquarter's responsibility to notify NCPDP of changes as soon as possible so that
NCPDP can update NPPES within 30 days as required by Federal law. ‘

How often should a pharmacy update information with NCPDP?

NCPDP recommends pharmacies submit an update form to NCPDP or an updated file
within 10 days of a change in information or annually if information has not changed.

Our pharmacy already has an NPI. What do we do?
If a pharmacy already has an NPI, pharmacies can still authorize NCPDP to maintain
data in NPPES for them. Simply fill out the NCPDP Application Form on the NCPDP
website at http://www.ncpdp.org/frame_news npi-info.htm, provide the NPl in the proper
space, check the authorization box in Section 11 and sign the NP authorization line. Ifa
pharmacy wished to maintain NPPES information itself, but wants to insure information
and NP| on the NCPDP Pharmacy Database are correct, fill out the same form, provide
the NPI| on the application, do not check the authorization box or sign the NPI
authorization line, and send or fax the application form to NCPDP.

If one of our group of pharmacies has already applied (separately) and received an
NPI, will the one that NCPDP gives us when the EFIO enumeration occurs replace
that NP1? What if we don’t know that a pharmacy has already obtained a number?
(revised 7/1/06) '

If a pharmacy already has an NPl and NCPDP does not have the number on our
database, NCPDP will attempt to submit for an NPI on behalf of that pharmacy. The
NPPES system will pend or deny the record as a potential or exact duplicate. If a chain
or group of pharmacies is aware of NPIs for some in the group, please provide them to
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NCPDP to avoid this situation. If not, after some research, the actual NPl of the
pharmacy will be determined and the duplicate record will be denied in NPPES.

If our organization authorizes NCPDP to be our EFI0, must we also use NCPDP for
ongoing maintenance?

Pharmacies can notify NCPDP if they wish to rescind authorization. NCPDP contacts the
Enumerator, Fox Systems, Inc. who provides pharmacies with a log-on ID and password
for the NPI website for each pharmacy that wishes to maintain their own information
after previously authorizing NCPDP. If this option is chosen, NCPDP asks that the
pharmacy maintain information with NCPDP as in the past so that the Database reflects
accurate information.

CMS requires that the pharmacy notify NPPES within 30 days of a change of address or
other information. The easiest way to do this is to notify NCPDP using the proper form
on the NCPDP website. NCPDP will update the NCPDP Pharmacy Database and
update NPPES (CMS).

What is a taxonomy code and where will we find them? (revised 7/1/06)

Taxonomy codes describe the type and specialty of providers. A minimum of one
taxonomy code is required for obtaining an NPI. The NCPDP Pharmacy Database has
been modified to carry up to 15 taxonomy codes per pharmacy. This is an example of
additional information NCPDP needs from pharmacies prior to enumerating a pharmacy.

Taxonomy codes are codes maintained by the National Uniform Claim Commitiee
(NUCC) to describe provider types and specialties. There are currently twelve (12)
taxonomy codes for pharmacies as well as other specialties such as DME. They are
listed at www.wpc-edi.com/taxonomy. If a pharmacy applies for their own NPI,
pharmacies will need to include these code(s) on the NPI application. If NCPDP is
applying for a pharmacy's NPl on their behalf, check the appropriate pharmacy
taxonomy codes on the NCPDP application form.

Can a pharmacy have multipie NCPDP numbers? For example, if pharmacies are
performing multiple services (LTC vs. Retail vs. Home Infusion), could a pharmacy
have an NCPDP number and NPI for each? Moreover, would it depend on what
types/numbers of state licenses or taxonomies that the pharmacy has? (revised
7/1/06)

Although NCPDP has always had a policy of one NCPDP Provider ID for each pharmacy
and that has generally worked in the past, the NP Final Rule does allow organizational
providers to have more than one NPI.  This does not apply to individuals or sole
proprietorships. The most frequent example of this will be an NP for the pharmacy and
a separate NP| for DME. With the exception of DME, NCPDP discourages the use of
multiple NPIs for a pharmacy as it goes against administrative simplification and often
there are other attributes of a standard claim that can indicate whether the pharmacy is
performing services as community/retail, long term care or a home infusion pharmacy. If

Page: 9
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a pharmacy is unsure of what to do, contact jdeese@ncpdp.org and NCPDP will work
with the pharmacy to determine the best coarse of action.

Our pharmacy also sells DME supplies. Do we need a second NPI? (revised 7/1/06)

No. Medicare requires providers have a separate DME NP for each location. However,
the DME NP can be the same as that location’s pharmacy NPI. This is the provider's
choice. Please include the appropriate taxonomy code(s) on the application.
Taxonomies are maintained in the NCPDP Pharmacy Database and submitted to
NPPES. If, a pharmacy currently has two NCPDP Provider ID numbers for business
reasons (one for pharmacy and one for DME), NCPDP recommends pharmacies obtain
a second NP! corresponding with the second NCPDP Provider 1D number and include
the appropriate taxonomy under each number.

Our pharmacy currently has two NCPDP ID numbers for different operations. Do
we need two NPIs? (updated 3/2/06)

No. However, if a pharmacy currently has two NCPDP ID numbers, NCPDP
recommends the pharmacy apply for two NPIs. Pharmacies are organizations and
organizations.can have more than one NP! for their respective “subparts”.

There is a chance NPPES will reject or pend the second application as a possible
duplicate. NCPDP will work with the Enumerator, Fox Systems, that the pharmacy or
pharmacy headquarters to allow the second NPl.  Make sure the Taxonomy
Code/Business Type section on the application is different for each application to
describe the respective business subpart operation.
industry has developed taxonomy codes (including LTC) so pharmacies can more
clearly describe the services pharmacies perform. They are on the NCPDP application.
Additional codes are available at http://www.wpc-edi.com/taxonomy.

Does the NCPDP Database design allow for more than one NCPDP number fo be
linked to the same NPI; or will it allow different NCPDP numbers to be linked to the
same NPI at different times? (revised 7/1/06)

No. Only one NPI can be assigned to each NCPDP Provider ID and only one NCPDP
Provider ID is assigned to any given NPI. If an NPl or NCPDP Provider ID is deactivated
due to a store closing or change in ownership, the corresponding number is deactivated
as well. In the case of a change in ownership, it is the decision of the sellers and buyers
whether the buyer will retain the seller's NCPDP ID and NPI. If the buyer is to retain the
seller’s identifiers, the seller must provide NCPDP with written and notarized permission
that the buyer can retain the identifiers. The transaction is reflected on the next monthly
file sent to subscribers. A given NCPDP Provider ID and NPI are always linked;
although EINs, relationship codes and other information related to those numbers may
change.

Does a change in ownership require a change in NCPDP numbers? (revised 7/1/06)

Page: 10
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Current rules will continue to be effective. A change in ownership does not require a
change in identifiers. Whether or not there is a change of identifiers is a condition of the
sale. The seller must notify NCPDP if the buyer is to retain the identifiers and the
nofification must be notarized. If an NPI is to be deactivated, only the pharmacy or chain
headquarters is authorized by CMS to do so.

What if a pharmacy deactivates their NCPDP ID and NPl and later needs to
reinstate the numbers? (revised 7/1/06)

| the past, NCPDP was able to re-instate a pharmacy with its original number relatively
easily. This may not be the case with an NPI. It is not known at this time whether there
is the ability to reinstate a deactivated NPI. Please contact NCPDP if the pharmacy
encounters this situation and we will contact CMS to determine how best to solve the
problem.

When should pharmacies begin using NPls instead of NCPDP Provider ID
Numbers? (updated 3/2/06)

The Workgroup on Electronic Data Interchange (WEDi) and NCPDP members have
drafted a white paper that includes guidance for the industry and a timeline for the
pharmacy industry for transition from the current NCPDP Provider Pharmacy 1D to the
NPI. Testing between pharmacies, processors and other trading partners will begin in
late 2006. Certification testing and production use of the NPl is scheduled to begin in
January 2007 with full transition to the NPl by May 23, 2007. After that date, the NPI
must be used on all HIPAA covered transactions. The finalized white paper is available
at www.wedi.org and on the NCPDP - website at
http://www.hcpdp.org/pdf/NPL_NCPDP_'rfnpact_on_phcy_‘services_sector_NCPDPa_Whjt
e_papers_2005-12-19.pdf. It also contains more detail on NPI implementation issues.

Does the NPI replace NCPDP Provider ID numbers on a HIPAA standard
transaction such as a v5.1 claim?

Yes. Using the industry timeline, once a pharmacy'’s trading partners are “live”, the NPI
will replace the NCPDP ID on the HIPAA transaction. During the transition period in early
2007, it is possible that a pharmacy will need to submit the NCPDP ID on some claims to
certain claims processors and the NPI to others. Please verify that your pharmacy
system software is able to perform in this manner. Note that in addition to claims, the
NPl will be used on standard HIPAA transactions including eligibility and prior
authorization transactions. Note that this affects the real-time Telecommunication
transactions, as well as the Batch Standard submissions. '

When should pharmacies update data with NCPDP? (revised 7/1/06)
The time is now. 'Updating pharmacy information now will place the pharmacy in the

enumeration queue maintained by NCPDP. After bulk enumeration, Federal Law
requires that the NPPES be updated within 30 days of a change in information. NCPDP
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encourages pharmacies to update NCPDP as soon as possible to insure the change
meets the 30-day window. For pharmacy chains, NCPDP recommends chains provide
NCPDP with one file that includes all updated information each month and another file
with new stores to obtain NPls

What should pharmacies be doing now to prepare for NCPDP’s submission?
(revised 7/1/06)

If the organization represents many pharmacies, NCPDP recommends obtaining the
new standard NCPDP Excel™ Template at hitp://www.ncpdp.org/frame_news_npi-
info.htm. Begin collecting the data needed from the appropriate sources and submit the
file as soon as possible. An individuals pharmacy or small chain can download the new
NCPDP Provider ID and NPI Application Form now . at
hitp://www.ncpdp.ora/frame _news npi-info.htm and submit data to NCPDP so that data
is current.

When gathering information for the application, double check to insure that all
information, such as demographic information, phone, fax, Taxonomy/Business Types,

DEA, Medicaid, Medicare, Federal Employer Identification Numbers, are correct. This
will reduce rejected applications and aid in resolving any potential duplicate issues.

Now that NCPDP is live. and enumerating pharmacies, when will NCPDP add the
NP to the NCPDP Pharmacy Database and when that information will start to be
provided to the subscribers of that file? (revised 7/1/06)

'NCPDP has enhanced the database to provide the NPl among other data elements on
pharmacies as in.the past. Subscribers must modify their systems and obtain the
NCPDP v2.0 Processor Setito teceive the NP Please contact Jeannine Deese at
ideese@ncpdp.org to begin receiving the v2.0 output file. The Pharmacy Database v2.0
Implementation Guide is available at http://www.ncpdp.org/frame news npi-info.htm.

Where can pharmacies learn more about NCPDP’s progress with NPI
enumeration? (revised 7/1/06)

The best place to learn the current status of NCPDP's progress with NPl enumeration is
the NCPDP website. Go to www.ncpdp.org for information related to NCPDP's EFIO
activities, updates to this FAQ document and applications. This will site be updated at
least monthly. In addition, pharmacies will receive information periodically through
NCPDP Now, e-mails, industry publications and other associations. If a pharmacy
- wishes to receive broadcast emails specific to NPI enumeration progress, please notify
kdeinincer@ncpdp.org and NCPDP will add the organization's email name to the
broadcast email list.

Who should pharmacies contact if they have more questions?

Please e-mail Jeannine Deese, NCPDP Manager of Pharmacy Services at
ideese@ncpdp.org. Please e-mail the question and it will be answered via return e-mail.
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California State Board of Pharmacy STATE AND CONSUMERS AFFAIRS AGENCY
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900 ARNOLD SCHWARZENEGGER, GOVERNOR
Fax (916) 574-8618 :

www.pharmacy.ca.gov

To: Licensing Committee Date: January 22, 2007

From: Board of Pharmacy

Subject: Competency Committee Report

Test Administration Contract

The Office of Examination Resources (OER) within the Department of
Consumer Affairs is seeking a new contract with a vendor to provide
computer based testing through a Request for Proposal (RFP) process. The
board uses this contract to administer the CPJE. The current contract expires
December 1, 2006. The second Request for Proposal (RFP) was cancelled
effective November 8, 2006. OER secured a Noncompetitive Bid (NCB) to
continue services with the current contractor through May 31, 2007.

The OER Invitation for Bid (IFB) IFB-OER-07-1 for computer-based testing (CBT)
was released on December 4, 2006. The procurement method is no longer an
RFEP as the decision to change the format was made by both the Department of
General Services and Department of Consumer Affairs. Proposals were
received, evaluations conducted and the cost opening is scheduled for January
23,2007. ‘ - . S

CPJE Pass Rate Summary

The next CPJE statistical report will cover performance data for 10/1/06-
3/31/07. This report should be available at the April board meeting.
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California State Board of Pharmacy ' STATE AND CONSUMERS AFFAIRS AGENCY

1625 N. Market Blvd, Suite N 219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 574-7900 ARNOLD SCHWARZENEGGER, GOVERNOR

Fax (916) 574-8618
www.pharmacy.ca.gov

Licensing Committee
Summary of the Meeting of December 6, 2006

Hilton Airport Hotel and convention Center
2500 Hollywood Way
Burbank, CA 91505

Present: Ruth Conroy, PharmD, Chair and Board Member
Clarence Hiura, PharmD, Board Member
Susan Ravnan, PharmD, Board Member

Virginia Herold, Interim Executive Officer
Anne Sodergren, Legislation Coordinator
Robert Ratcliff, PharmD, Supervising Inspector

Chairperson Conroy called the meeting to order at 9:35 a.m,

Proposal from the California Schools of Pharmacy to ldentify Professional
Competencies that Should be Obtained by the End of the fBagf_icleternship

" Experience

Barbara Sauer, PharmD, provided information about a project recently initiated by
California’s pharmacy schools to review the basic intern experience earned by
California pharmacy students. The group will examine both the required and elective
components of ACPE approved intern experience at the basic (IPPE) and advanced
(APPE) levels. The project will be called the California Pharmacy IPPE/OSCE Initiative.
The goal is to develop an alternative component to assessing intern experience besides
simply the accrual of hours. :

One concern of the educators is that requiring a specific duration of experience (i.e.,
1,500 intern experience hours) but without specifying the components to be gained from
the experience is not beneficial. '

The California schools are collaborating on this new initiative to determine and assess
the competencies that should be achieved by the end of introductory pharmacy practice
experiences (IPPEs) before students start their advanced experiences. :



President Powers has appointed Board Member Ravnan as the board's representative
to this group. ‘ :

Dr. Sauer stated that the schools of pharmacy believe it would be educationally sound
for interns to pass an objective exam to assess performance at the end of the basic
phase of internship. The benefits of such an assessment are:

= Students know what they need to learn at the basic level

» Schools know what should be learned and instructed
The assessment will include identification of some of the skills listed on the prior intern
experience skills affidavit developed by the board in the early 1990s.

The 1,500-hour intern requirement would not be eliminated, but added would be an
assessment when the basic skills have been mastered.

The goals of the initiative are to:

1. Reach consensus on the basic foundational competencies that all pharmacy
students in California should master during intern experiences.

2. Train faculty members from each pharmacy school in California how to develop
and administer an OSCE-based assessment.

3. Develop a validated and standardized OSCE-based examination to assess
achievement of the basic competencies. :

4. Develop a mechanism to assure replenishment of the OSCEs and exam security
in the future.

5. Petition ACPE to accept an OSCE-based assessment for basic experience as
evidence of compliance with specific ACPE standards.

Motion: Recommend that the board support and pévrt‘i;i—p'ai{e in thisqinitiative
The project will be completed by mid-2007.

Request to Increase the Number of Intern Hours That Can Be Earned Outside a
Pharmacy

Students from California pharmacy schools returned to the committee to advance a
proposal seeking changes in board regulation section 1728 regarding the maximum
number of intern hours that an intern pharmacist may earn outside a pharmacy from
600 to 1,000 of the total of 1,500 intern experience hours.

The students indicated that pharmacy practice is no longer confined to pharmacy
environments and students would benefit by gaining experience performing services in
the pharmaceutical industry, managed health care, regulatory affairs and association
management. However the students cannot earn intern hours for this experience,
which impedes their experience as students and future development as pharmacists.
As part of the pharmacy school curriculum, students complete various rotations in their
first and fourth years in both community and hospital pharmacy. In the fourth year,



pharmacy experience is more clinical. If the intern hour requirements were changed, a
large percentage of pharmacy students would still earn the majority of the intern hours
in a pharmacy. However, those students that show proficiencies in the pharmacy
settings and would like to expand their experience in other areas.

The students, Jonathan Watanabe, Tom Wang, David Truong and Jennifer provided a
Power Point presentation highlighting the additional areas that interns could pursue if
the intern hours experience requirement was more flexible. They cited statistics
indicating the benefit that redirected students could provide to health care and that the
proposal fits the board’s mission.

Discussion during this meeting included a possible increase of 400 hours to the intern
experience requirement, to total 1900 hours, to permit such additional experience.
Discussion also included the need for students to thoroughly understand the workings of
a pharmacy, and why such experience is so important to a pharmacist’s future as a
supervisor of pharmacy functions and personnel. Without a solid understanding and
actual experience in such environments, pharmacists will have a difficult time because
core experience in a pharmacy is lacking.

The committee concluded that it is premature to move forward with the students’
proposal at this time. Instead the committee wants to wait for the results of the
pharmacy schools' project discussed earlier at this meeting that will establish a
competency assessment of basic pharmacy intern skills before considering any
changes in the ratio of intern hours.

Proposed Requlation Requirements for Compounding by Pharmacies

The committee reviewed proposed regulation language that would establish parameters
for pharmacies that compound medication for patients. This language was developed
two years ago as a work product following completion of the board’s Workgroup on
Compounding. Legislative proposals were also developed as another work product of
this workgroup, but the legislation containing these provisions was dropped during the
final stages of the 2006 legislative session due to opposition that could not be resolved.
The regulation proposals are being submitted to the committee for refinement and
presentation to the board to ensure basic standards for public safety when pharmacies
compound medicine.

Dan Wills, Grandpa’s Pharmacy, made several comments on segments of the
regulation. He stated that it is impossible to ensure a compound is free from any
contaminants. He also had questions regarding unit dose containers.

Comments were also made by those present at the meeting on various provisions.
Comments included that adding flavoring to a medication should not be included in the
regulation’s requirements, and reconstitution of ocular products also should be excluded
from definition of compounding. Other comments included that obtaining components
from suppliers for some items, such as sugar, should not be required by the record



keeping requirements of section 1735.2(c), and a better definition of container needs to
be developed, including a definition of a unit-dose container. Concern was also
expressed about the meaning of section 1735.7(b) regarding the required quality
assurance plan.

Ms. Herold ask those who had comments on the language to please submit them in
writing to the board. '

Motion: Bring the regulation to the board for future adoption aé a regulation.

Request to Add the ExCPT Exam as an Additional Qualifying Method to Become a
Pharmacy Technician

Ms. Herold updated the committee on the status of the review of the ExXCPT exam,
which has been developed by the Institute for the Advancement of Community
Pharmacy Technicians (ICPT) as a means to assess the knowledge of applicants for a
pharmacy technician registration. The National Community Pharmacists Association
and the National Association of Chain Drug Stores support use of the exam. Five
states currently authorize the use of this exam as a qualifying route to technician
registration.

Currently California uses the Pharmacy Technician Certification Board examination as
one route that individuals can use to qualify for pharmacy technician registration. Until
recently, this was the only pharmacy technician certification examination available.

At the last committee meeting, the board directed staff to develop a plan to review the
EXCPT exam to determine if it meets the requirements of the California Business and
Professions Code section 139 regarding a valid examination.

Ms. Herold explained that within the Department of Consumer Affairs is the Office of
Examination Resources. This office provides examination and psychometric services to
professional and vocational licensing boards within the department. Any review of any
licensing examination considered by the board should likely include staff from this office
as part of the review process. However, at the current time this office is undergoing
recruitment for a new chief. Ms. Herold suggested that until such time as a new chief is
hired, the board should delay the review of the EXCPT exam because professional
expertise and objectivity are needed. Moreover, legislation will be needed to authorize
use of the examination, and should the board sponsor such a proposal, the board will
need to submit evidence of psychometric validation.

However, there are other options to perform this review that the committee discussed —
including suggesting that the NABP form an independent task force to determine if the

exam is psychometrically valid as the ICPT insists. This is a bit sensitive as the NABP

is one of the owners of the currently used competing exam — the Pharmacy Technician
Certification Board Examination.



Alternatively, the board could direct what organization the ICPT could submit its exam to
for independent evaluation. This is a process suggested by the American Society of
Health System Pharmacists (which is also an owner of the Pharmacy Technician
Certification Board Examination). The committee reviewed a letter from this association
expressing concern whether the EXCPT exam has been appropriately validated, and
recommending an independent organization to evaluate the exam.

The committee took no action on this agenda item.
Request to Accept the Certification Examination of the Commission for

Certification in Geriatric Pharmacy for Continuing Education Credit for
Pharmacists

The committee reviewed a request from the Commission for Certification in Geriatric
Pharmacy to award continuing education credits to those pharmacists who past the
certification examination to become a Certified Geriatric Pharmacist. According to the
association, there are 1,300 certified geriatric pharmacists in the US, Canada, Australia
and other counties. To become certified, the individual must pass a 3-hour, 150-
question examination covering three areas: patient specific, disease specific, and
population specific activities. Two states, Ohio and Washington, do award CE units for
passing this examination.

The committee wanted to know more about the examination and qualifying process.
However, there was no one from the commission present at the committee meeting, so-
the committee voted not to approve the item until someone from the commission could
appear. '

" Motion: Table the itern until someone from the Commission for the Certification in S
Geriatric Pharmacy can meet with the committee.

Ms. Herold will contact the commission to assure someone will attend before this item is
rescheduled for a future Licensing Committee Meeting.

Emergency Preparedness for California Pharmacy — Review of the Board’s
Proposed Disaster Response Policy

At the October Board Meeting, the board amended and approved a general policy
statement that outlines its expectations for how disaster response in California could
proceed. The policy encourages pharmacists, interns and technicians to seek out
disaster response training in advance of an emergency so qualified individuals are
available to assist in disaster response.

Staff made several additions to the text requested by the board following the adoption of
the policy. " _



The committee reviewed the modifications and agreed they met the minor additions
sought by the board.

Motion: Publish the modified policy in the next The Script newsletter.
Ms. Herold added that in the coming months, staff will continue to work with the

Emergency Preparedness Office of the Department of Health Services on matters
relating to the distribution of medicine when a state of emergency has been declared.

National Provider ldentifier (NPI)

The committee reviewed materials regarding the National Provider Identifier (NPI)
number, which is a unique identifier for health care providers, including pharmacies and
pharmacists. The NPl was developed by the federal Health and Human Services
Agency as part of HIPAA. All HIPAA-covered providers, whether they are individuals or
companies, must obtain an NPI for use in HIPAA-covered, HIPAA standard
transactions. Once issued, a provider's NPI will not change, even if a pharmacist’s job
or pharmacy location changes.

Pharmacists and pharmacies can obtain this number from CMS. Al covered entities
must have the NPI in place by May 23, 2007.

Competency Committee Report

Ms. Herold advised the board about current matters involving the California Pharmacist
Jurisprudence Examination (CPJE).

The test administration contract for the Department of Consumer Affairs, which the
board uses to administer the CPJE, will again need to be reissued for bids for
examinations that will be administered starting June 2007. This is the second time the
request for proposals has been cancelled in the last few years. ‘

The pass rate on the CPJE for 2005/06 was 80 percent: during the fiscal year 1,633
attempts to pass the exam were made, and 1,308 individuals passed the exam.

The board’s Competency Committee was split into two divisions in August to decrease
the heavy meeting schedule associated with examination development and
administration. The committee also developed its meeting schedule for 2006-07.

Adjournment

There being no additional business, Chairperson Conroy adjourned the meeting at 1
p.m. ‘
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LICENSING COMMITTEE

Goal 2:

Qutcome:

Ensure the qualifications of licensees.

Qualified licensees

Measure:

Objective 2.1

Issue licenses within 3 working days of a completed application by June 30, 2011.

Percentage of licenses issued within 3 work days.

. TaSks:;" .

1. Review 100 percent of all appllcatlons W|th|n 7 work days of receapt

, (r 3 §Qtr 4
Pharmacist (exam applications) 364% § 1 94** N N 9.27 3 N !-\l-
Pharmacist (initial licensing) 532% | 312** N N 3.5 5 N N
Pharmacy Intern 559*% | 539** N N 30 30 N N
Pharmacy Technician 1650% | 1044 N N 16 16 N N
Pharmacies 120 92 N N 10 12 N N
Non-Resident Pharmacy 7 19 N N 30 16 N N
Wholesaler 7 20 N N 30 30 N N
Veterinary Drug Retailers 0 0 N N 0 0 N N
Designated Representative 93 102 N N 4 15 N N
Out-of-state distributors 37 29 N N 30 30 N N
Clinics 23 14 N N 15 13 N N
Hypodermic Needle & 0 4 N N 10 15 N N
Syringe Distributors
Sterile Compounding 10 5 N N 4 7 N N

“*Denotes October and November 2006 information available at time of report development. .

*Denotes updated to include September 2006 information

2. Process 100 percent of all deflClency documents within 5 work days of receipt.

age Days to process deﬁcnency:‘ 7

ot} o )} ol
Pharmacist (exam applications) 10 10 N N
Pharmacist (initial licensing) 10 10 N N
Pharmacy Intern 10 10 N N
Pharmacy Technician 4 5 N N
Pharmacies 15 2 N N
Non-Resident Pharmacy 12 15 N N
Wholesaler 11 10 N N
Veterinary Drug Retailers 0 10 N N
Designated Representative 10 10 N N
Out-of-state distributors 10 10 N N
Clinics 10 7 N N
Hypodermic Needle & Syringe 0 6 N N




3. Make a licensing decision within 3 work days after all deficiencies are corrected.
Pharmacist (exam applications)
Pharmacist (initial licensing) 1 1 N N
Pharmacy Intern ' 1 1 N N
Pharmacy Technician 3 3 N N
Pharmacies 5 4 N I N
Non-Resident Pharmacy 3 1 N I N
Wholesaler 3 5 N N
Veterinary Drug Retailers 0 2 N N
Designated Representative 1 2 N N
Out-of-state distributors 3 5 N N
Clinics ] 2 N N
Hypodermic Needle & Syringe 0 1 N N

4, Issue professional and occupational licenses to those individuals and firms that meet

minimum requirements.

Pharmacist

Pharmacy Intern 524 587 N N
Pharmacy Technician 2189 1516 N N
Pharmacies 95 128 N N
Non-Resident Pharmacy 5 11 N N
Wholesaler 3 11 N N
Veterinary Drug Retailers 0 1 N N
Designated Representative 42 91 N N
Out-of-state distributors 9 19 N N
Clinics 27 13 N N
Hypodermic Needle & Syringe 0 10 N N
Sterile CompoundingL 18 13 N N




Objective 2.2

Measure:

5.

e

Pharmacy Technician N N
Pharmacies 2 4 N N
Non-Resident Pharmacy 2 13 N N
Clinics 0 22 N N
Sterile Compounding 0 N I N
Designated Representative 0 N l N
Hypodermic Needle & Syringe 0 1 N I N
Out-of-state distributors 0 14 N l N
Wholesaler 2 16 N I N

Deny applications to those who do not meet California standards.

e

Cashier 100 percent of all application and renewal fees within two working days of receipt
by June 30, 2011.

Percentage of cashiered application and renewal fees within 2 working days.

Tasks:

1.

Cashier application fees.

st Qtr 2006: The average processing time for processing new application fees is 2-3
working days.

2nd Qtr 2006: The average processing time for processing new application fees is 2-3
working days.

Cashier renewal fees.

1st Qtr 2006: The average processing time for central cashiering is 2-3 working days.

2nd Qtr 2006: The average processing time for central cashiering is 2-3 working days.

Secure online renewal of licenses.

Ist Qtr 2006: Board meets with programmers to initiate parameters for board licensing
programs




_ Objective 2.3

Measure:

Update 100 percent of all information changes to licensing records within 5 working days
by June 30, 2011.

Percentage of licensing records changes within 5 working days

Tasks:

1. Make address and name changes.
1st Qtr 2006: Processed 1,832 address changes.
2nd Qtr 2006: Processed 1,322 address changes.

2. Process discontinuance of businesses forms and related components.
1st Qtr 2006: Processed 41 discontinuance-of-business forms. Processing time is 46 days.
2nd Qtr 2006: Processed 0 discontinuance-of-business forms.

3. Process changes in pharmacist-in-charge and designated representative-in-charge.
st Qtr 2006: Processed 247 pharmacist-in-charge changes. Average processing time is

30 days. Processed 0 designated representative-in-charge changes.

2nd Qtr 2006: Processed 382 pharmacist-in-charge changes. Average processing time is

30 days. Processed 5 designated representative-in-charge changes. Average

processing time is 10 days.
4. Process off-site storage applications.
1st Qtr 2006: Processed and approved 42 off-site storage applications. Average processing
time is 30 days.

5. Transfer of intern hours to other states.
1st Qtr 2006: Processed 76 applications. Average processing time is 30 days.
2nd Qtr 2006: Processed 45 applications. Average processing time is 30 days.




Objective 2.4

Measure:"  :; |

Implement at least 25 changes to improve licensing decisions by June 30, 2011.

Number of implemented changes.

Tasks:

1.

Determine why 26 states do not allow the use of a CA license as the basis for transfer

a pharmacist license to that state.

Jan. 2007: Survey of some statistics indicate misunderstanding of why California
cannon accept NAPLEX scores earned before January 1, 2004. Educational
efforts, on a state by state basis, initiated.

Work with the University of California to evaluate the drug distribution system of its

clinics and their appropriate licensure.

Work with the Department of Corrections on the licensure of pharmacies in prisons.

Work with local and state officials on emergency preparedness and planning for

pandemic and disasters. Planning to include the storage and distribution of drugs to

assure patient access and safety,

Sept. 2006: Committee hears presentation by DHS on emergency preparédness.

Oct. 2006: Presentation by Orange County and LA emergency response staff at NABP
District 7 & 8 meeting. Board meeting has presentation by DHS and board
develops policy statement for licensees in responding to declared
emergencies.

Evaluate the need to issue a provisional license to pharmacy technician trainees.

Evaluate use of a second pharmacy technician certification examination (ExCPT) as a

possible qualifying route for registration of technicians.

Sept. 2006: Committee hears presentation on ExCPT exam approved for certification of
techs by five states. Committee directs staff to evaluate exam for possible use
in California.

Dec. 2006: Department of Consumer Affairs recruiting for Chief of Examination
Resources Office; review postponed. Additional methods to accomplish review
considered. ;

Implement the Department of Consumer Affairs Applicant Tracking System to

facilitate implementation of I-Licensing system, allowing online renewal of licenses

by 2008.

Dec. 2006 - Jan. 2007:  Prepatory work and pilots completed; Board Staff initiates transfer
to ATS system as sole platform for applicatn tracking for all
licensing programs.






